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Prescription Drug Order
A Prescription Drug Order shall contain the following information at a minimum:

(a)

full name and street address of the patient;

name, address, and, if required by law or rules of the Board, DEA registration number of
the prescribing Practitioner;,

date of issuance;

name, strength, dosage form, and quantity of Drug prescribed;

directions for use;

refills authorized, if any;

if a written Prescription Drug Order, prescribing Practitioner’s signature;

if an electronically transmitted Prescription Drug Order, prescribing Practitioner’s
electronic or digital signature;

if a hard copy Prescription Drug Order generated from electronic media, prescribing
Practitioner’s electronic or manual signature. For those with electronic signatures, such
Prescription Drug Orders shall be applied to paper that utilizes security features that will
ensure the Prescription Drug Order is not subject to any form of copying and/or
alteration.

Manner of Issuance of a Prescription Drug Order

A Prescription Drug Order, to be effective, must be issued for a legitimate medical purpose
by a Practitioner acting within the course of legitimate professional practice.

A Prescription Drug Order must be communicated directly to a Pharmacist, or when
recorded in such a way that the Pharmacist may review the Prescription Drug Order as
transmitted, to a Certified Pharmacy Technician, in a licensed Pharmacy. This may be
accomplished in one of the following ways. A Prescription Drug Order, including that for
a controlled substance listed in Schedules II through V, may be communicated in written
form. A Prescription Drug Order, including that for a controlled substance listed in
Schedules III through V, and, in certain situations, that for a controlled substance listed in
Schedule II, may be communicated orally (including telephone voice communication) or
by way of Electronic Transmission.

If communicated orally or by way of Electronic Transmission, the Prescription Drug
Order shall be immediately reduced to a form by the Pharmacist or Certified Pharmacy
Technician that may be maintained for the time required by laws or rules.

A Prescription Drug Order for a Schedule I controlled substance may be communicated
orally and/or by way of Electronic Transmission only in the following situations and/or
with the following restrictions. Otherwise, a Prescription Drug Order for a Schedule I
controlled substance must be communicated in written form.

A Prescription Drug Order for a Schedule II controlled substance may be
communicated by the Practitioner or the Practitioner’s agent by way of Electronic
Transmission, provided the original written, signed Prescription Drug Order is
presented to the Pharmacist for review prior to the actual Dispensing of the controlled
substance, except as noted in paragraph (b) or (c) of this Section 3.B.(3). The original,
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written Prescription Drug Order shall be maintained in accordance with Section 3.F. (Patient
Records).

(b) A Prescription Drug Order for a Schedule II narcotic substance to be Compounded
for the direct Administration to a patient by parenteral, intravenous, intramuscular,
subcutaneous, or intraspinal infusion may be communicated by the Practitioner or the
Practitioner’s agent to the Home Infusion Pharmacy by way of Electronic
Transmission. The hard copy of such Electronic Transmission serves as the original,
written Prescription Drug Order for purposes of this Section 3.B.(3)(b), and it shall be
maintained in accordance with Section 3.F. (Patient Records).

(c) A Prescription Drug Order for a Schedule II controlled substance for a resident of a
Long-Term Care Facility may be communicated by the Practitioner or the
Practitioner’s agent by way of Electronic Transmission. The hard copy of such
Electronic Transmission serves as the original, written Prescription Drug Order for
purposes of this Section 3.B.(3)(c), and it shall be maintained in accordance with
Section 3.F. (Patient Records).

(d) In the case of an Emergency Situation, a Prescription Drug Order for a Schedule I
controlled substance may be communicated by the Practitioner orally or by way of
Electronic Transmission, provided that:

1) The quantity prescribed and Dispensed is limited to the amount adequate to treat
the patient during the emergency period (Dispensing beyond the emergency
period must be pursuant to a written Prescription Drug Order signed by the
prescribing Practitioner); :

(i1) The orally communicated Prescription Drug Order shall be immediately reduced
to writing by the Pharmacist or Certified Pharmacy Technician, or, if necessary,
the Prescription Drug Order communicated by way of Electronic Transmission
shall be immediately reduced to a hard copy, and either shall contain the
information required by Section 3.A. (Prescription Drug Order);

(ii1) If the prescribing Practitioner is not known to the Pharmacist or Certified
Pharmacy Technician, he must make a reasonable effort to determine that the oral
authorization came from a registered Practitioner, which may include a callback
to the Practitioner using the Practitioner’s phone number as listed in the telephone
directory and/or other good faith efforts to insure his identity; and

(iv) Within 7 days after authorizing an emergency oral Prescription Drug Order, the
Practitioner shall cause a written Prescription Drug Order for the emergency
quantity prescribed to be delivered to the Dispensing Pharmacist. In addition to
conforming to the requirements of Section 3.A, the Prescription Drug order shall
have written on its face “Authorization for Emergency Dispensing,” and the date
of the orally or electronically transmitted Prescription Drug Order. The written
Prescription Drug Order may be delivered to the Pharmacist in Person or by mail,
but if delivered by mail, it must be postmarked within the 7-day period. Upon
receipt, the Dispensing Pharmacist shall attach this written Prescription Drug
Order to the emergency oral Prescription Drug Order, which had earlier been
reduced to writing, or to the hard copy of the electronically transmitted
Prescription Drug Order. The Pharmacist shall notify the nearest office of the U.S.
Drug Enforcement Administration if the prescribing Practitioner fails to deliver a
written Prescription Drug Order.

G All Prescription Drug Orders communicated by way of Electronic Transmission shall:
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(a) be transmitted directly to a Pharmacist or Certified Pharmacy Technician in a
licensed Pharmacy of the patient’s choice with no intervening Person having access to
the Prescription Drug Order;

(b) identify the transmitter’s phone number or any other suitable means to contact the
transmitter for verbal and/or written confirmation, the time and date of transmission,
and the identity of the Pharmacy intended to receive the transmission, as well as any
other information required by federal or state law;

(c) be transmitted by an authorized Practitioner or his designated agent; and

(d) be deemed the original Prescription Drug Order, provided it meets the requirements
of this subsection.

(5) The prescribing Practitioner may authorize his agent to communicate a Prescription Drug
' Order orally or by way of Electronic Transmission to a Pharmacist or Certified Pharmacy
Technician in a licensed Pharmacy, provided that the identity of the transmitting agent is
included in the order.

(6) The Pharmacist shall exercise professional judgment regarding the accuracy, validity,
and authenticity of the Prescription Drug Order communicated by way of Electronic
Transmission consistent with existing Federal or State laws and rules.

@) All electronic equipment for receipt of Prescription Drug Orders communicated by way
of Electronic Transmission shall be maintained so as to ensure against unauthorized
access.

8) Persons other than those bound by a confidentiality agreement pursuant to Section 2.A.

(2)(k) shall not have access to Pharmacy records containing Protected Health Information
concerning the Pharmacy’s patients.

C. Transfer of a Prescription Drug Order

Pharmacies utilizing automated data processing systems shall satisfy all information
requirements of a manual mode for Prescription Drug Order transferral, except as noted in
subsection (4) below. The transfer of original Prescription Drug Order information for the
purpose of refill Dispensing is permissible between Pharmacies subject to the following
requirements:

(1) The information is communicated directly between Pharmacists or Certified Pharmacy
Technicians and the transferring Pharmacist or Certified Pharmacy Technician records
the following information:

(a) Write the word “VOID” on the face of the invalidated Prescription Drug Order;

(b) Record on the reverse side of the invalidated Prescription Drug Order the name and
address of the Pharmacy to which it was transferred and the name of the Pharmacist
or Certified Pharmacy Technician receiving the Prescription Drug Order;

(c) Record the date of the transfer and the name of the Pharmacist or Certified Pharmacy
Technician transferring the information; and

(d) The computer record shall reflect the fact that the original Prescription Drug Order
has been voided and shall contain all the other information required above.

(2) The Pharmacist or Certified Pharmacy Technician receiving the transferred Prescription
Drug Order information shall reduce to writing the following:

(a) Write the word “TRANSFER” on the face of the transferred Prescription Drug Order.

http://trs80.ella.net/nabp/lpext.dll/Infobase/nabpmodelactsrules.doc/model%20rules %20for... 11/3/2004



1he viodel Stat€ rnarmacy ACt and iviodel Kules O HIC INallolldl Ass0Cldliull U1 DOAIUS U... Hdgh & UL 10

{ (b) Provide all information required to be on a Prescription Drug Order pursuant to State
\ and Federal laws and rules, and include:
'/ @) date of issuance of original Prescription Drug Order;
i (ii) original number of refills authorized on original Prescription Drug Order;
| (i) date of original Dispensing;
| @iv) number of valid refills remaining and date of last refill;
(v) Pharmacy’s name, address, and original prescription number from which the
Prescription Drug Order information was transferred; and
(vi) name of transferring Pharmacist or Certified Pharmacy Technician.
(¢) Systems providing for the electronic transfer of information shall not infringe on a

patient’s freedom of choice as to the provider of Pharmaceutical Care.

3) Both the original and transferred Prescription Drug Order shall be maintained for a
period of five years from the date of last refill.

“4) Pharmacies accessing a common electronic file or database used to maintain required
Dispensing information are not required to transfer Prescription Drug Orders or
information for Dispensing purposes between or among Pharmacies participating in the
same common prescription file, provided, however, that any such common file shall
contain complete records of each Prescription Drug Order and refill Dispensed, and,
further, that a hard copy record of each Prescription Drug Order transferred or accessed
for purposes of refilling shall be generated and maintained at the Pharmacy refilling the
Prescription Drug Order or to which the Prescription Drug Order is transferred and shall
protect against the illegal use or disclosure of Protected Health Information.

(5) In an emergency, a Pharmacy may transfer original Prescription Drug Order information
for a non-controlled substance to a second Pharmacy for the purpose of Dispensing up to
a 72-hour supply without voiding the original Prescription Drug Order.

D. Drug Product Selection by the Pharmacist

(1) A Pharmacist Dispensing a Prescription Drug Order for a Drug product prescribed by its
brand name may select any Equivalent Drug Product provided that the Manufacturer or
Distributor holds, if applicable, either an approved New Drug Application (NDA) or an
approved Abbreviated New Drug Application (ANDA), unless other approval by law or
from the Federal Food and Drug Administration is required.

(2) The Pharmacist shall not select an Equivalent Drug Product if the Practitioner instructs
otherwise, either orally or in writing, on the Prescription Drug Order.

3) The Pharmacist shall notify the patient or patient’s agent if a Drug other than the brand
name Drug prescribed is Dispensed.

i 4) Whenever Drug product selection is performed by a Pharmacist, the Pharmacist shall
i Dispense the Equivalent Drug Product in a container Labeled in accordance with Section
: 3.E (Labeling).

E. Labeling

(1) All Drugs Dispensed for use by inpatients of a hospital or other health care facility,
whereby the Drug is not in the possession of the ultimate user prior to Administration,
shall meet the following requirements:
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(a) The label of a single-unit package of an individual-dose or unit-dose system of
packaging of Drugs shall include:
) the non-proprietary or proprietary name of the Drug;
(ii) the route of Administration, if other than oral, '
(iii) the strength and volume, where appropriate, expressed in the metric system
whenever possible;
(iv) the control number and expiration date;
) identification of the repackager by name or by license number shall be clearly
distinguishable from the rest of the label; and
(vi) special storage conditions, if required.
(b) When a multiple-dose Drug Distribution system is utilized, including Dispensing of

single unit packages, the Drugs shall be Dispensed in a container to which is affixed a
label containing the following information:

@) identification of the Dispensing Pharmacy;
(ii) the patient’s name;
(iii) the date of Dispensing;
(@iv) the non-proprietary and/or proprietary name of the Drug Dispensed; and
W) the strength, expressed in the metric system whenever possible. .
(2) All Drugs Dispensed to inpatients for self-Administration shall be Labeled in accordance
with Subparagraph 4 of this Section E.
3) Whenever any Drugs are added to parenteral solutions, such admixtures shall bear a
distinctive label indicating:
(a) name of solution, lot number, and volume of solution;
(b) patient’s name;
(©) infusion rate;
(d) bottle Sequence number or other system control number;
(e) name and quantity of each additive;
() date of preparation;
(g) Beyond-Use Date and time of parenteral admixture; and
(h) ancillary precaution labels.
4) All Drugs Dispensed to ambulatory or outpatients shall contain a label affixed to the
container in which such Drug is Dispensed including:
(a) the name and address of the Pharmacy Dispensing the Drug;
(b) | the name of the patient for whom the Drug is prescribed; or, if the patient is an
animal, the name of the owner and the species of the animal;
(c) the name of the prescribing Practitioner;
@ such directions as may be stated on the Prescription Drug Order;
(e) the date of Dispensing;
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any cautions which may be required by Federal or State law;
the serial number of the Prescription Drug Order;
the name or initials of the Dispensing Pharmacist;

the proprietary or generic name of the Drug Dispensed and its strength, if more than
one strength of the Drug is marketed;

When Dispensing an Equivalent Drug Product, the word “INTERCHANGE” or
letters “IC” must appear on the label affixed to the container in which such Drug
is Dispensed, followed by the generic name and Manufacturer, or reasonable
abbreviation, and/or Distributor of the chosen product.

The requirements of (i) only apply to single-entity, multiple-source Drugs.

When Dispensing a single-entity, single-source Drug, the trade name of the
prescribed Drug may also appear on the label, and the generic name of the
prescribed Drug may also appear on the label.

When Dispensing a fixed combination product, the United States Pharmacopeia’s
publication of Pharmacy Equivalent Names (PEN) for fixed combination products
is the official list of abbreviations for such Labeling, and will be the approved
abbreviation for identifying the combination product Dispensed. If no PEN has
been officially issued by the USP, the Practitioner or Pharmacist will label the
medication secundum artem.

Subsections (i) - (iv) apply in all cases of Dispensing by Practitioners or
Pharmacists.

the name of the Manufacturer or Distributor of the Drug;
the Beyond-Use Date.

All Drugs Dispensed to a patient that have been filled via a Centralized Prescription
Processing System shall bear a label containing an identifiable code that provides a
complete audit trail of the Dispensing of the Drug and Pharmaceutical Care activities.

No radiopharmaceutical may be Dispensed unless a label is affixed to the immediate
container bearing the following information:

the standard radiation symbol;
the words “Caution — Radioactive Material”; and
the prescription number.

No radiopharmaceutical may be Dispensed unless a label is affixed to the outer or
Delivery container bearing the following information:

the standard radiation symbol;

the words “Caution — Radioactive Material”;

the radionuclide and chemical form;

the activity and date and time of assay;

the volume, if in liquid form;

the requested activity and the calibrated activity;

the prescription number;
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(h) patient name or space for patient name. Where the patient’s name is not available at
the time of Dispensing, a 72-hour exemption is allowed to obtain the name of the
patient. No later than 72 hours after Dispensing the radiopharmaceutical, the patient’s
name shall become a part of the Prescription Drug Order to be retained for a period of

three years;
) the name and address of the nuclear Pharmacys;
G the name of the Practitioner; and
(k) the lot number of the prescription.
F. Patient Records
(1) A patient record system shall be maintained by all Pharmacies for patients for whom

Prescription Drug Orders are Dispensed. The patient record system shall provide for the
immediate retrieval of information necessary for the Dispensing Pharmacist to identify
previously Dispensed Drugs at the time a Prescription Drug Order is presented for
Dispensing, and be created and stored in a manner to protect against illegal use or
disclosure of Protected Health Information. The Pharmacist shall make a reasonable
effort to obtain, record, and maintain the following information:

(a) full name of the patient for whom the Drug is intended;

(b) street address and telephone number of the patient;

(©) patient’s age or date of birth;

(d) patient’s gender; :

(e) a list of all Prescription Di*ug Orders obtained by the patient at the Pharmacy

maintaining the patient record during the (number) years immediately preceding the
most recent entry showing the name of the Drug, prescription number, name and
strength of the Drug, the quantity and date received, and the name of the Practitioner;

and

® Pharmacist comments relevant to the individual’s Drug therapy, including any other
information peculiar to the specific patient or Drug.

(2) The Pharmacist shall make a reasonable effort to obtain from the patient or the patient’s
agent and shall record any known allergies, Drug reactions, idiosyncrasies, and chronic
conditions or disease states of the patient and the identity of any other Drugs, including
over-the-counter Drugs or Devices currently being used by the patient which may relate
to Prospective Drug Review.

3) A patient record shall be maintained for a period of not less than five years from the date
of the last entry in the profile record. This record may be a hard copy or a computerized
form.

4) Protected Health Information may be used or disclosed as allowed under Section 4 of

this regulation.
G. Prospective Drug Regimen Review

A Pharmacist shall review the patient record and each Prescription Drug Order presented for
Dispensing for purposes of promoting therapeutic appropriateness by identifying:

(N over-utilization or under-utilization;

(2) therapeutic duplication;
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3) Drug-disease contraindications;

@) Drug-Drug interactions;

(5) incorrect Drug dosage or duration of Drug treatment;
(6) Drug-allergy interactions; and

(7 clinical abuse/misuse.

Upon recognizing any of the above, the Pharmacist shall take appropriate steps to avoid or
resolve the problem which shall, if necessary, include consultation with the Practitioner.

H. Patient Counseling

(1) Upon receipt of a Prescription Drug Order and following a review of the patient’s record,
a Pharmacist shall personally initiate discussion of matters which will enhance or
optimize Drug therapy with each patient or caregiver of such patient. Such discussion
shall be in Person, whenever practicable, or by telephone and shall include appropriate
elements of Patient Counseling. Such elements may include the following:

(a) the name and description of the Drug;

(b) the dosage form, dose, route of Administration, and duration of Drug therapy;

©) intended use of the Drug and expected action;

(d) special directions and precautions for preparation, Administration, and use by the
patient; ;

(e) common severe side or adverse effects or interactions and therapeutic

contraindications that may be encountered, including their avoidance, and the action
required if they occur;

® techniques for self-monitoring Drug therapy;

(g) proper storage;

(h) prescription refill information;

1) action to be taken in the event of a missed dose; and

Q) Pharmacist comments relevant to the individual’s Drug therapy, including any other

information peculiar to the specific patient or Drug.

(2) Alternative forms of patient information shall be used to supplement Patient Counseling
when appropriate. Examples include written information leaflets, pictogram labels, video
programs, etc.

3) A Pharmacist providing Telepharmacy services across state lines shall:
(a) identify himself or herself to patients as a “licensed Pharmacist;”

(b) notify patients of the jurisdiction in which he or she is currently licensed to Practice
Pharmacy and registered to Practice Telepharmacy across state lines; and

(c) provide patients with that jurisdiction’s Board of Pharmacy address and/or phone
number.

4) Patient Counseling, as described above and defined in this Act, shall not be required for
inpatients of a hospital or institution where other licensed health care professionals are
authorized to Administer the Drug(s).

(5) A Pharmacist shall not be required to counsel a patient or caregiver when the patient or
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caregiver refuses such consultation.

L Continuous Quality Improvement Program

(1) Bach Pharmacy shall establish a Continuous Quality Improvement Program. As a
component of its Continuous Quality Improvement Program, each Pharmacy shall assure
that periodic meetings are held by staff members of the Pharmacy to consider the effects
on quality of the Pharmacy system due to staffing levels, workflow, and technological
support. Such meetings shall review data showing evidence of the quality of care for
patients served by the Pharmacy and shall develop plans for improvements in the system
of Pharmacy Practice so as to increase good outcomes for patients. Incidents of
medication errors shall be reported to an error reporting program designated by the
Board. For those Persons utilizing a Drug formulary, a periodic review of such formulary
shall be undertaken to ensure that appropriate medications are being offered/selected in
the best interest of patients.

2) Criteria and Standards

Each Pharmacy shall adopt Criteria and Standards that reflect the benchmark against
which the Pharmacy intends to measure itself over a designated period of time. The
adopted Criteria and Standards shall be sufficiently specific to permit comparisons of
quality from one period of time to another. The adopted Criteria and Standards shall be
sufficiently broad to permit a self-assessment of the quality of Pharmaceutical Care
provided by the Pharmacy to the patients served by the Pharmacy.

3 Localized Minimum Data Set

Each Pharmacy shall maintain a Localized Minimum Data Set of data related to patients
for whom the Pharmacy provides pharmaceutical products and services so as to permit a
determination as to whether Criteria and Standards have been met at the Pharmacy over
time. The data shall be maintained in such a way that comparisons between actual
performance and Criteria and Standards for performance can be routinely done.

4) Periodic Self-audit

Each Pharmacy shall conduct a Periodic Self-audit at least once every three months to
determine whether Criteria and Standards have been met over time and to develop a plan
for improved adherence with Criteria and Standards in the future. Each pharmacy shall
conduct a Periodic Self-audit upon change of Pharmacist-in-Charge to familiarize that
Person with the Pharmacy’s Criteria and Standards.

(5) Consumer Survey

As a component of its Continuous Quality Improvement Program, each Pharmacy may
conduct a Consumer Survey of patients who receive pharmaceutical products and
services at the Pharmacy. A Consumer Survey should be conducted at least once per year.
A statistically valid sampling technique may be used in lieu of surveying every patient.
Each Pharmacy shall use the results of its Consumer Survey to evaluate its own
performance at a particular time and over a period of time.

(6) Privilege from Discovery

All information, communications, or data maintained as a component of a pharmacy
Continuous Quality Improvement Program are privileged and confidential. All
information, communications, or data furnished to any Professional Performance
Evaluation committee, association board, organization board, or other entity and any
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findings, conclusions, or recommendations resulting from the proceedings of such committee,

board, or entity are privileged. The records and proceedings of any Professional
Performance Evaluation committee, board, or entity are confidential and shall be used by
such committee, board, or entity, and the members thereof, only in the exercise of the
proper functions of the committee, board, or entity and shall not be public records nor be
available for court subpoena or for discovery proceedings. The disclosure of confidential,
privileged Professional Performance Evaluation committee information during advocacy,
or as a report to the Board of Pharmacy, or to the affected Pharnacist or Pharmacy
auxiliary personnel under review does not constitute either a waiver of confidentiality or
privilege.

Collaborative Pharmacy Practice

(a)

(b)

(®)

(ii)

Collaborative Pharmacy Practice Agreement.

A Pharmacist planning to engage in Collaborative Pharmacy Practice shall have on file at
his or her place of practice the written Collaborative Pharmacy Practice Agreement. The
initial existence and subsequent termination of any such agreement and any additional
information the board may require concerning the Collaborative Pharmacy Practice
Agreement, including the agreement itself, shall be made available to the Board for
review upon request. The Agreement may allow the Pharmacist, within the Pharmacist’s
Scope of Practice Pursuant to the Collaborative Pharmacy Practice Agreement, to
conduct Drug Therapy Management activities approved by the Practitioner. The
collaboration that the Practitioner agrees to conduct with the Pharmacist must be within
the scope of the Practitioner’s current practice. Patients or caregivers shall be advised of
such agreement.

Contents.
The Collaborative Pharmacy Practice Agreement shall include:

Identification of the Practitioner(s) and Pharmacist(s) who are parties to the
Agreement;

The types of Drug Therapy Management decisions that the Pharmacist is allowed to
make, which may include:

A detailed description of the types of diseases, Drugs, or Drug categories
involved, and the type of Drug Therapy Management allowed in each case;

A detailed description of the methods, procedures, decision Criteria, and plan the
Pharmacist is to follow when conducting Drug Therapy Management; and

(iii) A detailed description of the activities the Pharmacist is to follow in the course of

(©

(d)

(e)

conducting Drug Therapy Management, including documentation of decisions
made and a plan or appropriate mechanism for communication, feedback, and
reporting to the Practitioner concerning specific decisions made. In addition to the
Agreement, documentation shall occur on the prescription record, patient profile,
a separate log book, or in some other appropriate system,;

A method for the Practitioner to monitor compliance with the Agreement and clinical
outcomes where Drug Therapy Management by the Pharmacist has occurred and to
intercede where necessary;

A description of the Continuous Quality Improvement Program used to evaluate
effectiveness of patient care and ensure positive patient outcomes.

A provision that allows the Practitioner to override a Collaborative Practice decision
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made by the Pharmacist whenever he or she deems it necessary or appropriate;

| §3) A provision that allows either party to cancel the Agreement by written notification;
' (g) An effective date; and
(h) Signatures of all collaborating Pharmacists and Practitioners who are party to the

agreement, as well as dates of signing.

Amendments to a Collaborative Pharmacy Practice Agreement must be documented,
signed, and dated.

| 3) Initiation of the Collaborative Pharmacy Practice Agreement

The Collaborative Pharmacy Practice Agreement must be coupled with a medical order
from the Practitioner to initiate Drug Therapy Management for any particular patient.

k “4) Documentation of Drug Therapy Management.

Documentation of Drug Therapy Management must be kept as part of the patient’s

| permanent record and be readily available to other health care professionals providing
‘ care to that patient and who are authorized to received it. Documentation of Drug
Therapy Management shall be considered Protected Health Information.

(5) Review.

At a minimum, the written agreement shall be reviewed and renewed, and if necessary,
revised every year.

K. Adverse Drug Reactions

Significant Adverse Drug Reactions shall be reported to the Practitioner and, in writing, to

the Board of Pharmacy immediately upon discovery. Appropriate entry on the patient’s
record shall also be made.

L. Records of Dispensing/Delivery

(D Records of receipt, Dispensing, Delivery, Distribution, or other disposition of all Drugs
or Devices are to be made and kept by Pharmacies for five years and shall include, but
P not be limited to:

(a) quantity Dispensed for original and refills, if different from original;
(b) date of receipt, Dispensing, Delivery, Distribution, or other disposition;
| (©) serial number (or equivalent if an institution);
] (d) the identification of the Pharmacist responsible for Dispensing;
B (e) name and Manufacturer of Drug Dispensed if Drug product selection occurs; and
® records of refills to date.
| (2) Pharmacies that ship medications by mail, common carrier, or other type of Delivery

C service shall implement a mechanism to verify that a patient or caregiver has actually
L received the Delivered medication.

M. Computer Records
(1) Systems Manuals

An up-to-date policy and procedure manual shall be developed by the Pharmacist-in-
Charge that explains the operational aspects of the automated system and shall:

(a) include examples of all required output documentation provided by the automated
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system;

(b) outline steps to be followed when the automated system is not operational due to
scheduled or unscheduled system interruption;

(©) outline regular and routine backup file procedure and file maintenance;

(d) ouéline audit procedures, personnel code assignments, and personnel responsibilities;
an

(e) provide a quality assurance mechanism for data entry validation.

(2) Automated Data Processing System
(a) Data storage and retrieval. The system shall have the capability of producing sight-

readable information on all original and refill Prescription Drug Orders. The term
“sight-readable” means that an authorized individual shall be able to examine the
record and read the information from the cathode ray tube (CRT), microfiche,
microfilm, printout, or other method acceptable to the Board of Pharmacy.

(b) The system shall provide on-line retrieval (via CRT display or hard-copy printout) of
original Prescription Drug Order information. Such information shall include, but not
be limited to, the Prescription Drug Order requirements and records of Dispensing as
indicated in Section II of this Rule. (See Appendix B for Standardized Pharmacy
Report.)

(c) The Pharmacist-in-Charge shall:

@) Maintain a log book in which the Pharmacist responsible for Dispensing shall
sign a statement each day attesting to the fact that the Prescription Drug Order
information entered into the computer that day has been reviewed and is correct
as shown. Such a log book shall be maintained at the Pharmacy employing such a
system for a period of (number) years after the date of last Dispensing; or

(ii) Provide a printout of each day’s Prescription Drug Order information. That
printout shall be verified, dated, and signed in the same manner as signing a check
or legal document (e.g., J.H. Smith or John H. Smith) by the individual
Pharmacist verifying that the information indicated is correct. Such printout shall
be maintained (number) years from the date of last Dispensing.

(d) The computerized system shall have the capability of producing a printout of any
Prescription Drug Order data. The system shall provide a refill-by-refill audit trail for
any specified strength and dosage form of any Drug. Such an audit trail shall be by
printout, and include the name of the prescribing Practitioner, name and location of
the patient, quantity Dispensed on each refill, date of Dispensing of each refill, name
or identification code of the Dispensing Pharmacist, and unique identifier of the
Prescription Drug Order.

(e) Any facility maintaining centralized prescription records shall be capable of sending
a requested printout to the Pharmacy within 72 hours.

3) Security

To maintain the confidentiality of patient records, the system shall have adequate security
and systems safeguards designed to prevent and detect unauthorized access, modification,
or manipulation of patient records. Once the Drug has been Dispensed, any alterations in
Prescription Drug Order data shall be documented, including the identification of the
Pharmacist responsible for the alteration.
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4) System Backup (Auxiliary Records Maintenance)

(a) In the event of an unscheduled system interruption, sufficient patient data and
Prescription Drug Order data should be available to permit reconstruction of such
data within a two-hour time period for the Pharmacist to Dispense Drugs with sound
professional judgment.

(b) An auxiliary system shall be established for the documentation of refills if the
automated data processing system is inoperative for any reason and to ensure that all
refills are authorized by the original Prescription Drug Order and that the maximum
number of refills is not exceeded.

(©) The auxiliary system shall be in place to provide for the maintenance of all necessary
patient Drug information (as outlined in this rule) until the automated system
becomes operational. However, nothing in this section shall preclude the Pharmacist
from using professional judgment for the benefit of a patient’s health and safety.

(d) When the automated system is restored to operation, the information regarding
Prescription Drug Orders Dispensed and refilled during the inoperative period shall
be entered into the automated system within 96 hours.

()  Routine backup systems and procedures (hard copy, copy, disk, etc.) shall be in place
and operational to ensure against loss of patient data.

® In the event that permanent Dispensing information is lost due to unscheduled
system interruption, the Board of Pharmacy shall be notified within 24 hours.

N. Automated Pharmacy Systems

Automated Pharmacy Systems can be utilized in licensed pharmacies, remote locations under
the jurisdiction of the Board of Pharmacy, and licensed health care facilities where legally
permissible and shall comply with the following provisions.

(1) Documentation as to type of equipment, serial numbers, content, policies and procedures,
and location shall be maintained on-site in the Pharmacy for review by the Board of
Pharmacy. Such documentation shall include, but is not limited to:

(a) name and address of the Pharmacy and/or licensed health care facility where the
Automated Pharmacy System(s) is being used;

(b) Manufacturer’s name and model;

(©) description of how the Device is used;

@ quality assurance procedures to determine continued appropriate use of the

automated Device; and

(e) policies and procedures for system operation, safety, security, accuracy, patient
confidentiality, access, and malfunction.

(2) Automated Pharmacy Systems should be used only in settings where there is an
established program of Pharmaceutical Care that ensures medication orders are reviewed
by a Pharmacist in accordance with established policies and procedures and good
Pharmacy practice.

(3) All policies and procedures must be maintained in the Pharmacy responsible for the
system and, if the system is not located within the facility where the Pharmacy is located,
at the location where the system is being used.

4 Automated Pharmacy Systems shall have adequate security systems and procedures,
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evidenced by written policies and procedures, to:
(a) prevent unauthorized access;
(b) comply with federal and state regulations; and
(© prevent the illegal use or disclosure of Protected Health Information.

) Records and/or electronic data kept by Automated Pharmacy Systems shall meet the
following requirements.

(a) All events involving the contents of the Automated Pharmacy System must be
recorded electronically.

(b) Records must be maintained by the Pharmacy and must be readily available to the
Board. Such records shall include:

1 identity of system accessed;

(ii) identification of the individual accessing the system,;

(iif) type of transaction;

@iv) name, strength, dosage form, and quantity of the Drug accessed,

v) name of the patient for whom the Drug was ordered; and

(vi) such additional information as the Pharmacist-in-Charge may deem necessary.

(6) Access to and limits on access (e.g., security levels) to the Automated Pharmacy System
must be defined by policy and procedures and must comply with state and federal
regulations.

) The Pharmacist-in-Charge shall have the sole responsibility to:
(a) assign, discontinue, or change access to the system.
(b) ensure that access to the medications comply with State and Federal regulations.

(c) ensure that the Automated Pharmacy System is filled/stocked accurately and in
accordance with established, written policies and procedures.

8) The filling/stocking of all medications in the Automated Pharmacy System shall be
accomplished by qualified personnel under the supervision of a licensed Pharmacist.

9) A record of medications filled/stocked into an Automated Pharmacy System shall be
maintained and shall include identification of the persons filling/stocking and checking
for accuracy.

(10) All containers of medications stored in the Automated Pharmacy System shall be
packaged and labeled in accordance with Federal and State laws and regulations.

(11 All aspects of handling controlled substances shall meet the requirements of all State and
Federal laws and regulations.

(12) The Automated Pharmacy System shall provide a mechanism for securing and
accounting for medications removed from and subsequently returned to the Automated
Pharmacy System, all in accordance with existing State and Federal law.

(13) The Automated Pharmacy System shall provide a mechanism for securing and
accounting for wasted medications or discarded medications in accordance with existing
State and Federal law.

0. - Centralized Prescription Processing

http://trs80.ella.net/nabp/lpext.dll/Infobase/nabpmodelactsrules.doc/model%20rules %20for... 11/3/2004



Lhe Model State Pnarmacy Act and viodel Kules oI the INational Association Or poards... rage 13 01 10

(1) A Pharmacy may perform or outsource Centralized Prescription Processing services
provided the parties:
() have the same owner; or
(b) have a written contract outlining the services to be provided and the responsibilities

and accountabilities of each party in fulfilling the terms of said contract in
compliance with federal and state laws and regulations; and

(c) share a common electronic file or have appropriate technology to allow access to
sufficient information necessary or required to fill or refill a Prescription Drug Order.

(2) The parties performing or contracting for Centralized Prescription Processing services
shall maintain a policy and procedures manual and documentation that implementation is
occurring in a manner that shall be made available to the Board for review upon request
and that includes, but is not limited to, the following:

(a) A description of how the parties will comply with federal and state laws and
regulations;

(b) The maintenance of appropriate records to identify the responsible Pharmacist(s) in
the Dispensing and counseling processes;

(c) The maintenance of a mechanism for tracking the Prescription Drug Order during
each step in the Dispensing process;

(d) The maintenance of a mechanism to identify on the prescription label all Pharmacies
involved in Dispensing the Prescription Drug Order;

(e) The provision of adequate security to protect the integrity and prevent the illegal use
or disclosure of Protected Health Information;

® The maintenance of a Continuous Quality Improvement program for pharmacy

services designed to objectively and systematically monitor and evaluate the quality
and appropriateness of patient care, pursue opportunities to improve patient care, and
resolve identified problems.

P. Disposal of Controlled Substances

Any Persons legally authorized to possess controlled substances in the course of their
professional practice or the conduct of their business shall dispose of such Drugs by the
following procedures:

") The responsible individual shall send the Board of Pharmacy a list of the controlled
substances to be disposed of, including the name(s) and quantity of the Drug(s).

(2) The Board shall authorize and instruct the applicant to dispose of the controlled
substances in one of the following manners:

(a) By Delivery to an agent of the Board of Pharmacy or the Board of Pharmacy office;

(b) By destruction of the Drugs in the presence of a Board of Pharmacy officer, agent,
inspector, or other authorized individual; or

(c) By such other means as the Board of Pharmacy may determine to assure that the
Drugs do not become available to unauthorized Persons.

Q. Patient Compliance and Intervention Programs

Patient Compliance and Intervention Programs designed to promote improved medication
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use behaviors, such as compliance, appropriate monitoring and self-reporting, increased
patient knowledge, and improved therapy options, shall comply with established Guidelines
for the Appropriate Use and Disclosure of Protected Health Information in Patient
Compliance and Patient Intervention Programs. (See Appendix F for Model Guidelines for
the Appropriate Use and Disclosure of Protected Health Information in Patient Compliance
and Patient Intervention Programs)
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68-7-20. Shared services. (a) (1) "Order" means either of the following:

(A) A prescription order as defined in K.S.A. 65-1626 and amendments

thereto; or

B) a medication order as defined in K.AR. 68-5-1.

2) nShared order filling" means the following:

(A) Preparing, packaging, compounding, Or labeling an order, or any

by a person authorized by the pharmacy act to do so and

combination of these functions,

located at a pharmacy on behalf of and at the request of another pharmacy; and

(B) returning the filled order to the requesting pharmacy for delivery to the

at the request of the requesting pharmacy, directly

patient or patient's agent oOf,

delivering the filled order to the patient.

(3) "Shared order processing" means the following order processing functions

son authorized by the pharmacy act and located at a

that are performed by a per

pharmacy, on behalf of and at the request of another pharmacy:

(A) Interpreting and entering the order; and

(B) performing drug utilization reviews, claims adjudication, refill

authorizations, Or therapeutic interventions, or any combination of these functions.

@) "Shared services" means shared order filling or shared order processing, Of

both.




. K.AR. 68-7-20
Page 3

(3) report to the board as soon as practical the results of any disciplinary
action taken by another state’s pharmacy board involving shared services;

(4) maintain a mechanism for tracking the order during each step of the
processing and filling procedures performed at the pharmacy;

(5) maintain a mechanism to identify on the prescription label all
pharmacies involved in filling the order;

(6) provide for adequate security to protect the confidentiality and integrity of
patient information; and

(7) be able to obtain for inspeétion any required record or information within
72 hours of any request by a board representative.

(e) Each pharmacy providing or utilizing shared services shall adopt and
maintain a joint policies and procedures manual that meets both of the following
criteria:

(1) The manual describes how compliance with the pharmacy act and the
board's regulations will be accomplished while engaging in shared services.

(2) A copy of the manual is maintained in each pharmacy.

(f) Nothing in this regulation shall prohibit an individual pharmacist
licensed in Kansas who is an employee of or under contract with the pharmacy or
a pharmacy technician, pharmacy student, or intern working under the direct
supervision and control of the pharmacist from accessing the pharmacy's
electronic database from inside or outside the pharmacy and performing the
order processing function.s permitted by the pharmacy act, if both of the following

conditions are met:



K.AR. 68-7-20
Page 4

(1) The pharmacy establishes controls to protect the privacy and security of
confidential records.

(2) None of the database is duplicated, downloaded, or removed from the
pharmacy's electronic database. (Authorized by K.S.A. 65-1630 and 65-1656;
implementing K.S.A. 65-1626(cc), 65-1626a, 65-1637, 65-1642, and 65-1656; effective
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4 CSR 220-2—DEPARTMENT OF ECONOMIC DEVELOPMENT

Division 220—State Board of Pharmacy

i

| C. Any decision made concerning the
approval of a temporary or mobile pharmacy

shall not interfere with any rights or privi-

leges of a pharmacy permit holder at the orig-

| inal location of operation or prevent a permit
holder from applying for a change of location
as outlined in 4 CSR 220-2.020(4).

1
i
|
!

| AUTHORITY: sections 338.210 and 338.280,
' RSMo 1994.% Original rule filed May 4,
1995, effective Dec. 30, 1995.

*Original authority: 338.210, RSMo 1951 and 338.280,
RSMo 1951, amended 1971, 1981.

4 CSR 220-2.018 Prescription Require-
: mments

PURPOSE: This rule establishes require-
- ments for information required on prescrip-
! tions.

~ (1) In order for a prescription to be valid for
purposes of dispensing a medication by a
pharmacy, it must conform to all require-
ments as outlined in sections 338.056 or
338.196, RSMo, and contain the following
nformation:
' (A) The prescription date and a unique,
readily retrievable identifier;

(B) The name of the patient(s);

(C) The prescriber’s name, if an oral pre-
scription, signature if a written prescription;

(D) Any prescriber indication of name and
dosage of drug, directions for use, name and
dosage of drug dispensed;

(E) The number of refills, when applica-
ble;

(F) The quantity dispensed in weight, vol-
ume or number of units;

(G) The initials or name of the pharmacist
responsible for processes in dispensing or
compounding of the prescription;

() Any change or alteration made to the
prescription dispepsed based on contact with
the prescriber to show a clear audit trail.
This shall include, but is not limited to, a
change in quantity, directions, number of
refills or authority to substitute a drug;

(@) The address of the prescriber and the
patient when the prescription is for a con-
trolled substance,

(J) The prescriber's Drug Enforcement
Administration (DEA) number when the pre-
scription is for a controlled substance; and

(X) Any prescription, when it is for a con-
trolled substance, must comply with all
requirements of federal and state controlled
Isubstance laws.

(2) The information specified in section (1)
shall be required and recorded on all hand-

written, telephone, oral and electronically
produced prescriptions that are processed for
dispensing by a pharmacist/pharmacy.

AUTHORITY: sections 338.095, 338.100,
338.140, 338.240 and 338.280, RSMo
2000.* Original rule filed May 4, 1995,
effective Dec. 30, 1995. Amended: Filed
March 15, 2000, effective Sept. 30, 2000.
Amended; Filed Nov. 1, 2000, effective June
30, 2001.

*Original authority: 338.095, RSMo 1939; 338.100,
RSMo 1939, amended 1971, 1990, 1997, 1999; 338.140,
RSMo 1939; amended 1981, 1989, 1997; 338.240, RSMo
1951; and 338.280, RSMo 1951, amended 1971, 1981,

4 CSR 220-2.020 Pharmacy Permits

PURPOSE: This rule outlines the require-
ments for obtaining and maintaining a phar-
macy permit.

(1) The fiscal year of the board shall be as
provided by law. All permits for the operation
of a pharmacy shall expire on the date speci-
fied by the director of the Division of Profes-
sional Registration by appropriate rule.

(2) A pharmacy permit may be issued on the
application of the owners. If the owner isa
corporation or partnership, an officer of the
corporation or a partoer must sign the appli-
cation as the applicant. In the case where a
pharmacy is owned and operated by a per-
son(s) who is a licensed pharmacist and in
active charge of the pharmacy, the application
for permit can be made by either party.

(A) An application for a pharmacy permit
will become null and void if the applicant
fails to complete the process for licensure
within six (6) months of receipt of the appli-
cation by the board.

(3) When a pharmacy changes ownership, the
original permit becomes void on the effective
date of the change of ownership. Before any
new business entity resulting from the change
opens a pharmacy for business, it must obtain
a new permit from the board. However, a
grace period of thirty (30) days will be
allowed after the change of ownership.

(A) A change of ownership of a pharmacy
owned by a sole proprietor is deemed to have
occurred when—

1. The business is sold and the sale
becomes final;

2. The proprietor enters into a partner-
ship with another individual or business enti-
ty; or

3. The proprietor dies; provided, how-
ever, that the proprietor’s estate may contin-

ue to operate the pharmacy under the licensed
pharmacist in good standing in this state, but
in no case for a period of more than one (1)
year and only so long as appropriate pharma-
cy permit fees are paid.

(B) A corporation is considered by law to
be a separate person. If a corporation owns a
pharmacy, it is not necessary to obtain a new
license if the owners of the stock change.
However, as a separate person, if the corpo-
ration begins ownership of a pharmacy or
ceases ownership of that pharmacy, a pew
license must be obtained regardless of the
relationship of the previous or subsequent
owner to the corporation. It is not necessary
to obtain a new license when ownership of
the stock in the corporation changes. It is
necessary to file written notice with the State
Board of Pharmacy within ten (10) days after
that change occurs. This notification must be
in writing and certified.

(C) All individuals or business entities
owning twenty-five percent (25%) or more of
the ownership of any entity owning a phar-
macy must notify the board within thirty (30)
days of acquiring the perceniage.

(4) If an individual or business entity operat-
ing a pbarmacy changes the Jocation of the
pharmacy to 2 new facility (structure), the
pharmacy shall not open for business at the
new location until the board or its duty autho-
rized agent has inspected the premises of the
pew location and approved it and the phar-
macy as being in compliance with section
338,240, RSMo and all other provisions of
the law. Upon the approval and receipt of a
change of location fee, the board shall issue a
permit authorizing operation of a pharmacy at
the new location and the permit shall bear the
same pumpber as the previous pharmacy per-
mit. However, the permit remains valid if the
pharmacy address changes, but not the loca-
tion and an amended permit will be issued
without charge under these circumstances.
(A) Remodeling of a licensed pharmacy
within an existing structure shall be deemed
to have occurred when any change in the stor-
age conditions of the Schedule II controlled
substances is made or pew connections to
water/sewer resources are made or any
changes in the overall physical security of
drugs stored in the pharmacy as defined in 4
CSR 220-2.010(1)(H) are made. Remodeling
as defined within this section will not require
the initiation of any change of location proce-
dures. Satisfactory evidence of plans for any
remodeling of a pharmacy must be provided
to the board office thirty (30) days in advance
of commencing such changes along with an
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Chapter 2—General Rules

4 CSR 220-2 wp

affidavit showing any changes to the pharma-
¢y physical plant and the projected comple-
tion date for any remodeling.

(5) Permits, when issued, will bear an origi-
nal number. Permits must be posted in a con-
spicuous place in the pharmacy to which it is
issued.

(6) No pharmacy permit will be issued unless
the pharmacy area is under the direct super-
vision of a licensed pharmacist in good stand-
ing with the Missouri State Board of Phar-
macy, who meets the requirements of 4 CSR
220-2.090,

(7) If the owner/applicant is not the licensed
pharmacist-in-charge, then the pharmacist-in-
charge must meet the requirements of 4 CSR
220-2.090 and complete the pharmacist-in-
charge affidavit of the permit application and
have it notarized.

(8) The pames of'all pharmacists regularly
working in a pharmacy shall be clearly dis-
played on the premises of every establishment
having a pharmacy permit.

(9) The following classes of pharmacy per-
mits or licenses are hereby established:

(A) Class A: Community/Ambulatory. A
pharmacy that provides services as defined in
section 338.010, RSMo to the general public;

(B) Class B: Hospital Ouipatient Phar-
macy. A pharmacy operated by and located
within a hospital that provides services as
defined in section 338.010, RSMo to paﬁents
other than to the hospital’s inpatient popula-
tion;

(C) Class C: Long-Term Care. A pharma-
cy that provides services as defined in section
338.010, RSMo by the dispensing of drugs
and devices to patients residing within long-
term care facilities. A long-term care facili-
ty means a nursing home, retirement care,
mental care or other facility or institution
which provides extended health care to resi-
dent patients;

(D) Class D: Home Health. A pharmacy
that provides services as defined in section
338.010, RSMo for patients in a public or
private residence who are under the supervi-
sion of a bome health or hospice agency;

(E) Class E: Radiopharmaceutical. A
pharmacy that is not open to the general pub-
lic and provides services as defined in section
338.010, RSMo limited to the preparation
and dispensing of radioactive drugs as
defined by the Food and Drug Administration
(FDA) to health care providers for use in the
treatment or diagnosis of disease and that
maintains a qualified nuclear pharmacist as
the pharmacist-in-charge;

(F) Class F: Renal Dialysis. A pharmacy
that is not open to the general public that pro-
vides services as defined in section 338.010,
RSMo limited to the dispensing of renal dial-
ysis solutions and other drugs and devices
associated with dialysis care;

(G) Class G: Medical Gas. A pharmacy
that provides services as defined in section
338.010, RSMo through the provision of
oxygen and other prescription gases for ther-
apeutic uses;

(H) Class H: Sterile Product Compound-
ing. A pharmacy that provides services as
defined in section 338.010, RSMo and pro-
vides a sterile pharmaceutical as defined in 4
CSR 220-2.200(1) and (15). Pharmacies pro-
viding sterile pharmaceuticals within the
exemptions outlined in 4 CSR 220-2.200
shall not be considered a Class H pharmacy,
and

(I) Class I Consultant. A location where
any activity defiped in section 338.010,
RSMo is conducted, but which does not
include the procurement, storage, possession
or ownership of any drugs from the location.

(7) Class J: Shared Service. A pharmacy
that provides services as defined in section
338.010, RSMo, and is involved in the pro-
cessing of a request from another pharmacy
to fill or refill a prescription drug order, or
that performs or assists in the performance of
functions associated with the dispensing
process, drug utilization review (DUR),
claims adjudication, refill authorizations and
therapeutic interventions.

(10) Pharmacy applications for initial licen-
sure or renewals of a license shall accurately
note each class of pharmacy that is practiced
at the location noted on the application or
renewal thereof. The permit (license) issued
by the board shall list each class of licensure
that the pharmacy is approved to engage in.
Whenever a change in service classification
occurs at a pharmacy the permit must be sent
to the board with a notarized statement
explaining any additions or deletions of phar-
macy classes that are to be made.

AUTHORITY: sections 338.140, RSMo 2000
and 338.220, RSMo Supp. 200! and Omnibus
State Reorganization Act of 1974 (Appendix
B).* Original rule filed July 18, 1962, effec-
tive July 28, 1962. Amended: Filed Nov. 9,
1966, effective Nov. 19, 1966. Amended:
Filed Oct, 27, 1970, effective Nov. 6, 1970.
Amended: Filed Dec. 31, 1975, effective Jan.
10, 1976, Emergency amendment filed July
15, 1981, effective Sept. 28, 1981, expired
Nov. 11, 1981. Amended: Filed Aug. 10,
1981, effective Nov. 12, 198I. Amended:
Filed April 14, 1982, effective July 11, 1982.
Amended: Filed March 14, 1983, effective
June 11, 1983. Amended: Filed Feb. 11, 1985,

effective May 11, 1985. Amended: Filed Dec.
16, 1985, effective May 11, 1986. Amended:
Filed Aug. 1, 1986, effective Nov. 13, 1986.
Amended: Filed Jan. 27, 1995, effective Sept.
30, 1995. Amended: Filed Jan. 6, 1998,
effective Aug. 30, 1998. Amended: Filed June
29, 1999, effective Jan. 30, 2000. Amended:
Filed March 15, 2000, effective Sept, 30,
2000. Amended: Filed Nov. 30, 2001, effec-
tive June 30, 2002. Amended: Filed Dec. 3,
2002, effective June 30, 2003.

¥Qriginal authority: 338.140, RSMo 1939, amended 1981,
1989, 1997; and 338.220, RSMo 1951, amended 1969,
1981, 1989, 1997, 1959, 2001.

Op. Atty. Gen. No. 316, Tracy (9-16-64).
Restricrions imposed by city zoning ordinance
provide no basis for board to refuse to license
a pharmacy where pharmacy is otherwise
qualified for a license and where these
restrictions in no way affect the actual filling
of prescriptions.

Op. Atty. Gen. No. 1, Allen (12-8-61). Rule
promulgated by board requiring the presence
of registered pharmacist at all times that a
drug store is open for business is invalid as
unreasonable enlargement of statutory re-
quirement that presence gf pharmacist is nec-
essary only when prescriptions are com-
pounded or sold.

Op. Afty. Gen. No. 70, Missouri State Board
of Pharmacy (16-6-52). Proprietor of whole-
sale drug business must be licensed pharma-
cist or have at least one in his/her employ.

4 CSR 220-2.025 Nouoresident Pharmacies

PURPOSE: This rule establishes licensure
guidelines for nonresident pharmacies.

(1) Nonresident pharmacies shall not ship,
mail or deliver prescription drugs into Mis-
souri without first obtaining a pharmacy
license from the Missouri Board of Pharma-
cy. An exemption to licemsure is allowed
when a nonresident pharmacy provides a pre-
scription drug in an emergency situation or
supplies lawful refills to a patient from a pre-
scription that was originally filled and deliv-
ered to a patient within the state in which the
nonresident pharmacy is located or provides
medications upon receipt of a prescription or
physician order for patients in institutional
settings and the nonresident pharmacy is not
recognized as a primary provider.

(2) To obtain a license as a pharmacy, a non-
resident pharmacy must comply with each of
the following:

BiaTT BLunT
Secrefary of State
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Missouri Revised Statutes

Chapter 338
Pharmacists and Pharmacies
Section 338.010

August 28, 2003

Practice of pharmacy defined--auxiliary personnel--nonprescription drugs.

338.010. 1. The "practice of pharmacy" shall mean the interpretation and evaluation of prescription
orders; the compounding, dispensing and labeling of drugs and devices pursuant to prescription orders;
the participation in drug selection according to state law and participation in drug utilization reviews; the
proper and safe storage of drugs and devices and the maintenance of proper records thereof; consultation
with patients and other health care practitioners about the safe and effective use of drugs and devices;
and the offering or performing of those acts, services, operations, or transactions necessary in the
conduct, operation, management and control of a pharmacy. No person shall engage in the practice of
pharmacy unless he is licensed under the provisions of this chapter. This chapter shall not be construed
to prohibit the use of auxiliary personnel under the direct supervision of a pharmacist from assisting the
pharmacist in any of his duties. This assistance in no way is intended to relieve the pharmacist from his
responsibilities for compliance with this chapter and he will be responsible for the actions of the
auxiliary personnel acting in his assistance. This chapter shall also not be construed to prohibit or
interfere with any legally registered practitioner of medicine, dentistry, podiatry, or veterinary medicine,
or the practice of optometry in accordance with and as provided in sections 195.070 and 336.220,
RSMo, in the compounding or dispensing of his own prescriptions.

2. Nothing in this section shall be construed as to prevent any person, firm or corporation from owning a
pharmacy regulated by sections 338.210 to 338.315, provided that a licensed pharmacist is in charge of
such pharmacy.

3. Nothing in this section shall be construed to apply to or interfere with the sale of nonprescription
drugs and the ordinary household remedies and such drugs or medicines as are normally sold by those
engaged in the sale of general merchandise.

(RSMo 1939 § 10005, A.L. 1951 p. 737, A.L. 1989 S.B. 39, A.L. 1990 H.B. 1287)

Prior revisions: 1929 § 13140; 1919 § 4712; 1909 § 5764

© Copyright

Missouri General Assembly

http://www.moga.state.mo.us/statutes/C300-399/3380000010.HTM 11/4/2004



NEW
JERSEY



vUUL/VILL uny-¢ 1oxdeydresodoid eossdysn-[uarers mmmy/:dny

€105 X0d Od

Aoewireyd jo pieog
I0J03II(] QATINDSXH “I2A0g QUUBO[
101 $00T ‘G YoIRIA AQ SJUSUITIOD JIUIQNS

"T-$007 N¥d :requinN [esodoid
Juatmermbar repuses 0y uondesxs Jo uoneur[dxs 0] MO[q Aremuuung 99§ :90USISJY JBpUaTe))

T9EVI:Ch PUC 961 [:Ch “CE-V1:Ch “TE-VI:Sy 'V STI'N Koginy
"10J09I1(J QATINOAXY ‘IoA0g Suueo[ ‘AoruLreyd Jo pIeoy :Aq pozuoyny
01°S-6€:€T "D'V'['N o[y moN pesodoiqg

6'C PUB 81°¢-6€:€1 "DV ['N :siuewpuewry pasodoig

SINHNTIINOHE ONT TGV T *ONI'TANVH NOLLATIOSTId
HZI'TVALNHED 04 SHINAID0Yd ‘HOYVHD-NI-LSIDVINIVHI ATIALSIONT 0 SALLNA
ADVINYVHd 40 Qavod
SUIVAAV JHNNSNOD 40 NOISIAIA
ALHAVS DI'TdNd ANV MV'T
"TVSOdO¥d 41Ny
Y00T ‘S KIVANVI ‘XVANOW
[ JHINNN 9 AINNTOA
HALSIDHY AHSYHI MAN




POOT/Y/TT

Y’ ¢ ] oxderd,/[esodoId/eo/sa]/sn LU aje)s Mmm//:a1y

ST J21]) JOUURW © UI POUIBIUTRTI 9 JSNUI UOTJRULIOJUL JO SIBaA IO0jJ 1S9p[0 U], ‘PI[[LAI I0 P St uondmosard
© 9Jep o} WoIJ SIeaA 9AT] 0] PAUTRIUIBNI o IST [Te1] JTpne oy, ‘ssao01d oy Jo dejs goes 10J wrojrad Ao
suorouny juauodwos o) pue S[ENPIATPUT JO SIWRU O} SJUSWNIOP PuR SPIOJSI ey) [fel) JIpne Ue Urejurett
1snur Surppuey wondrosaid [enuso ur pagesud ore jer soroeumreyd [[e 1ey) sapraoid osfe (p) Tonoasqng

‘A1dwoo

[ Koemreyd goes orgm gira SO preog duroads oy se [[oa st ‘Aoeurreyd foeo Jo oonoead Jo adoos

ot areourep Isnur soroewreyd oyy ‘noneordde sty uf ‘wonezLOyIne Joud I0] preog 9y 0} woreordde o13urs
v ovyeus jsnw Surpuey uonduosaxd [enuad o) sented ore Jer seroewireyd [[e ‘Surjpuey uondrrosard [enusd

ut urSesus o 1otxd yery sopraoid ose (p) UONOISNS “IOUMO SUIES Y} SABY ISTIUI IO SIOTAISS TINS opraoxd

0} JUemeaISe [eN1oRNuod B dAey isnw Surpuey uonduosaid [enud uf Sunedronred sereureyd ag) Jo e I0
Ay "0} 2IoYpR 1SNUI [SPOWL PoZI[eNjusd & §inory) suondrrosaid opraoid 0] gsim gorgm soroeurreyd juouodwod
o) o) sjuouraxnbar 9y} JNO $19s PIeOg S ‘O[ILI MU G} JO (P) UONISSNS U] ‘Koewrreyd Sursuadsip

® pue ‘Koeurreyd [[1j [enued e ‘Aovurreyd Surssoooxd [enuad e ‘Koeurreyd SuneurSLIo 10 9YeIUl UR [Se O[ILI MU
oY) U paLTIuapI ofe soroeuLeyd 9sat], ‘[OPO PIZI[RNUAD € YSNoIy) suondimsaxd jo Surppuey oy} ur 93esUd
03 0018e Kewr yorgm soroeurreyd Jo sjuauoduiod [eUOnoUny oy PSLIUSPI Sey ‘9[nI MU oY) JO (9) UONIISqNS
Te ‘preog o4, “(onI mau 3y} Jo (q) uonoesqns) uondirosaid oy Sursuadsip pue JuSWILY ‘3urssooord

“oxyejur Jo suonouny jueuodwoo oy Sururioyred 10y Aiqisuodsar aTeys 0} saropwreyd Q10T JO OM) sormbeor
[opow [enuao & ydnoxyg) uondimosaid v Jo Surppuey oy, ‘Sutsuadsip pue JuW[Ln} ‘Surssaooid ‘oxeiur :ore
yorga uonduosard e jo Surpuey oy} UI POAJOAUT $JuSUOdW0d JIseq IN0Y POLIIUSPT ‘0 G-6€:€1 "DV [N 21
mou pasodoxd jo (e) moroesqns Te ‘sey preog oy “ideouoo iy puejsiepun oJ, Jusned agy 03 uondirosard o
sostodstp uoy) yorgm Aoeurreyd 10430 BT JO Jreyeq uo uondrrossid ey Surj[iyer 1o SuI|[y Jjo asodind ay) 107
Kovurreyd reqjoue o) uondrmsaid  Jo Arearop pue Sureqey ‘SurSexoed o sapraoid Aoeuwreyd [ [enusd v
‘soroenrreyd , [T [eNUa9, se sarorureyd Jo oSN pue uonRUSISap o) sozHoyIne preoq oy ‘Tesodord sy yIm

"SIOUTBIUOD

TONERITPaTT JO SUNqe] oY) S3TB[NSSL YoIYM 6'G-6£:¢T "DV [*N Pue o8reyo-ur-jsroewreqd paralsidar o) Jo
SO AU} SSYEQUI[AP UOTGM 8T €-6E:€T "DV [N pusure o3 sesodoxd osfe preog oy, “soroeuireyd , Sursseoord
[enue,, 10/pue soroeuLeyd , [[IJ [eU90, SE 0} PALIAJI IO UMO0UY ATUowod ‘soreuieyd pozifenuao

£q suondrsaxd Jo Surppuey o) Sunensar 1of samnpa201d YsI[qe1ss 01 01°G-6¢:€T "D V'[N d[0I mau
sesodoxd ‘g¢-H1:Cf V'S [N 18 Lyoyine sit o1 yuensind ‘(preog o)) AoBULIRYJ JO PIROE AdsIof MON 9L,

Areumrumg

:smofjoj resodoid KouaSe oy,

TOTLO [N “resmoN



YO0T/H/T1

uny- ¢ 1oxdeqd/resodoxd/eo/sdy/sn fm-arers  mmmy//:dny

oy, “e81eyo -ur-jsoemreyd paoisidor oY) JO QWU ST} UIRIUOD [GE] Sy} 1By} JUSWaImbaI oy) gumafop st preog
o ‘st ystydwoooe oF, “Surfpuey uonduosaid renued ur Surdedus soroewreyd uodn pesoduwt aq [[is e}
syuotrertnbor Suraqe] 9U1 YiAM JUAISISUOD 2I0UI J1e)§ 9} NOYSnoIy) soroewwreyd [re 10F sjuemarnbar Surjoqef
o1} 9B 0} JOPIO UI I[N ) PUSWIE 0} PAPIOAP PUB 6°GC-6¢:¢1 "DV ['N 18 o[t gurpoqe] oy} Jo syuamAINbax
JUSLING 97} POMAIARI pIeog dy) ‘eanentut Surpuey uondosord [enusd AdU SIY) JO TOHBISPISUOD S)t Sutm(

: “(8)06TY "d'['N S€ 39S "€00T ST

Toquuo)dag UO SATJORJJS SUIEOA( SA[NI MAU ], "UOLEITINTITIOD JMUOIII[S JO/PUe S[HUISIE] Aq s1ouonnoeid
£q panrmsuen suonduosord Sursuadstp pue Sur(y ‘SurAreoar soroewreyd 10J spIepuels YsiqeIsd g8’

PUR V8'G-6£:€T "DV ['N ST MAN "700T ‘€ Toquraldog uo (B)y90¢ W' I'N € 18 19)S130Y AasIof MON 3
ur preog 91 Aq so[nI mou se pesodoid d1om YoM ‘8" PUB V8 G-6€:€T "DV I'N UL [HOJ 398 syoowonmnbar
o) ITM JTAISISUOD ‘SUBSU JTUOIIORA J0/pue S[rurisoey £q Koewrreyd pazienued € 0} AJo2IIp uonnoeld
Surquoseid v £q wonduosaid e Jo worssmusuer) o) 10§ sopraoid (0) monoasqns et} sejou preoq S,

“Iouueul
POZITENURD B UI $90ULISqNS Po[[onuod 10J suondrosaid ssaooid o) gsiam fomm sopeurreyd uodn sjuomambar
snotreA 9soduT [[IM SJUSUWIPUSWIE 59T ], 'SUONOINSAI UTE)Ia0 0} 192[gns ‘seou)sqns p[[onuod jo Sursuadsip
otp 10g soroetreqd (1 [eIUSO JO TONRZIIN oY) Jruwred mou suone[nsar (YVH() UOHBNSIUTIPY JUSW0IOJUH
Sni(] 0} SJUSWIpUSWE 11359y *bas 10 00¢T § § "' A"D 1¢ UL PIUIPNO S)UusWImMbal [2I9pa 9y 1A JU)SISUOD
ss0001d pozI[enues & §SNOIy) POAI 10 PI[[ 9q ABUI seourisqns po[[onuod 10§ suondirosald s30ue)sqns
pojonuos Jo Surpuey uondrrosaid Tenueo ut Surgesus seoewreyd 10] TONOAIIP sopraoid (o) uonoasqng

-porny Apredoid ussq sey uondrroserd yoes Jer SULMSUS 107 S[qIsuOdsar p[ay a1k PUE J[If JIHONI2[3

wowwos ¢ oreys jsnur Surpuey vonduossid enued ur afedus jey) soroeuLreyd oy JO [TV -1sanba1 uodn
pIEOE oY) 0] S[qR[TRAR 9PBUI 9q JSNUI [enUew soInpadoid pue sarofod Sy, [rex Ipne Paxmbal ot urejurent
0] MOY SPN[OUT OS[e IS [BNURTL Y], SI[ILI preog d5roads yim souerjduwos Summsus 10§ orqrsuodsaz

oq s Aoeurreqd gorgam pue suondiosard o) Surppueq jo suonouny jusuodiod ot} JO Yoo I0] arqrsuodsaz
oq im Koeurreqd qorM SOGTIUSPT YOIYM [eNTUe s9mpaooid pue sarorjod TOWIIOd € UTRJUTeU IS Surpuey
uonduosaxd renuso ur o3eguo jey) seroewireyd [Ty ‘yustied dg3 03 1500 OU JB papraoid oq 1SN 9OIAISS
suoydere) o, *o[qe[TeAe st Jsroeurreyd J0ejuod AT} UoyMm pue Ioquind suoyd Aoewrreyd ay) opnjour SNl pue
juoredde Apear oq 1snur woneuwojur iy, “uondimsard ot Jnoqe suonsonb Aue seq juenjed 9y} JI PoJORITOD
aq 01 Loeurreyd o 01 1usTed 91} S)OSIIP YIIYM UOTETLIOFUT papiaoid oq Jsnul pasuadsip st wondrrosaid

o) wogm 01 Jusned oY) “UORIPPE U "S[NI o1} UT PSUI[INO SB UONRULIONUT OIIoads gim [9q8] B UFRIUOD

1SN [opot [eNued & gSnoxy) pesusdstp pue paredord st yerp uondrioserd e yey sopraoid osfe (p) ©ono3sqns

. *3[qepEaI PUB J[QRASLIAI
AJoyerpouITIT 9q ISOW UOHBULIOFU JO JEoA SUO JUSII ISOW U} PUE ‘SJY3oMm OM] UTIIIM 9[qRPEal PUE S[qeAdLnal




Y00T/Y/T1

WY ¢ | UIUBYU/[BSOUULL/BO/SU/SLL LU G mmmy].UHY

o) 1oy Jutod o) 1e seroeuireyd oy dn Sureery £gerer) ‘Aorurreyd [enuad v 03 uonoUNy SUTTL vondriosoxd
o} TS prnom ‘ofni mau pasodoxd syy £q pajedumejuod se ‘fepowr Surjpuey uonduosard pazifenusd

© jep) sejedionue preoq oy ], *onuRUOD 0} pajadxa st pue sisrxa aferioys IsoeuLreyd € ‘9dusH “SUIU[o9p
ATipeals ueaq serj uorssojord Aoeurreyd oy) SULIOIUS S[ENPIAIPUL JO IoquInu oY) Inq ‘pansst suondirosard

U 0SBOIOUIT A1) A[pUBY 0} SISIoruLIRyd [2UONIPPR 10J P3U PoZIUF000l € ST 9197} “SUl} SUIeS 37 1V

*3WI05 0} STE9A JOJ ASERIOUT 0] SNUTUOO [[IA PUE AJIpea)s SUISeoIout Usaq Sey Jeok [oed Pansst suondrosexd Jo
JOqUUNU oY) ‘9T IOMYIeY pue 108uo] & 9j0woId Yorjm SAUIDIPIW MU JO TONONPOUT 21} pue ‘soroue}oadxo
ay1] 108u0y pue uonendod Surde oy ueArn ‘suondrosaid dn youd pue jjo doip 01 soroeurreyd juonbaiy ogm
s1omnsuod pue sereureqd ‘sispeuireyd o joedur eOYoUSq B 9ABY 0} PJoadxa ST Koeurreyd pozZI[enuad

® Je suonduosaid jo Surppuey oy} Jred pue sompad0id YSI[qeIsd PROM YOIYM 0T MU pasodoid oy,

joeduy [eo0s

‘¢(e)g €-0€:T "D’V [N 01 Juensind justmermbar repusfes JUeUa[nI 9y} WoLy pardaoxo
ST 90T)0U ST “010J319Y ], ‘Tesodoxd Jo 90110 ST} 10 poLrad JUSUIod Aep-(9 © popraoxd sey preod 9y,

: ‘sogued

31} JO 2Jep 9ATIO]JQ o) JO ‘sABp O8] IO ‘SUIUOUI XIS UTJIIM S)uawpuawe pasodoId oyj 0] ULIOJUOD ISTU

sroqer mondroserd [re 1ey ‘wondope uo ‘opraoid o} SpUSIUT pIeog o) ‘910JAIaY) ‘pUe saFueyd Yons ojordmos
0] YOIy UIITA SWIT] JUSIOLIINS i seroeurreyd pue sistoeurreyd opraoid 03 ATesseoau ST T 1B} SIASI[q

- preog oy, ‘sweidoid pue sremyjos 1oynduroos juermd ey} 93ueyd o1 saroeurreyd axmbar ATo pInom S[3qe|
vonduosaid Sunstxe 03 safueyo Aue Jey) SOZIUS0931 PIeOg Y ], "A[SJBIPITIM QATIIVJID 9q J0U p[nom ‘pardope
T °6°S-6€:€T "'V "N 18 suowarnmbar Surjeqe] o) 03 sjuswpusure pasodoxd oy jeq) s210U preog YT,

“[oqe[ A1) TO PSUTEIUOD UCHBWLIOUI 5y} JO }SOI 9} WOIJ UOTRULIONUI ST} JYSIYSTY

01 I9pI0 UL P[Oq UL 10 IO[0D JUAISHIP © Ul ‘ad4) 1oSTe[ IoYIo Ul 9q SN I0J SUONOIRIIP ATf} pUe UONeIIpaul

1) Jo oureu oy ‘owreu sjusned oy} Jey) oxmbar [Im preod o4l ‘6°S-6€:€T "DV [N UI (q) U01oasqns

AU TJ "PIs 9q PINOTS UOBOIPSUI SY) USYM SUIT 1saje] oy Juored o) 10 AJire[d 01 ,97ep uonerdxe, pue
_o1ep £q 9sn,, spIom a1 Sunmnsqns AQ POPUSLIE ST o[t SUT[aqe] A1) ‘TonIppe Uy “pasuadsip Aypuenb oy pue
UONRoIpaW 2] Jo YIZuans oyl 91eIs [oqe] oY) ey} axnbar mou 0] o[ Suraqe] oy} Surpuswe os[e ST pIeoq S,

-03URYD INOYITM PILTPOIAL ] [[IM §T°€-6¢:€] D'V ['N Jo ydeidered

Juonbesqns o], “ouren 1oy 1o ST UreItoo s[aqe| uondiosaxd [[e jey) omsuo 0} o3reyo -ur-jsroeuireqd
paasiar oy wodn Anp e sasodwt qorgm ‘Q1°¢-6¢ €T "DV I'N Jo 8(0) ydeiSered Sunapap st pieog oY)
“aSueyo sy} Jo ST U] "uonesIpat 3y} pasuadsip oym isoeureyd ) J0BIHOD 0 NI pnom pue suondrrosard
1ot Jnoqe suonsenb oary oym syusned asnyuoo Aewr [oqe] oy o readde o) 9stoeunreyd Sursuadsip

a7 9q jou Aewr 1o Ko oym ‘o reyo-ur-isroeurreyd paro)siSor oy Jo oureu o) Surrnbar jeys soAsr[eq preog



YO0T/vIT1 Uy ¢ JOIARYQ,/TeS0A0IA/RO/SA]/ST LU ITB)S Mmm// Uy

joeduy sqof

‘bas 10 00T ¥ ¢ W'D 1T 8 PIR[NONIR SPIEPURIS VH(J [819Pa 9U} Y1 JUSISISUOD O Op sntl

TouURW pozI[enuad & Ut suondiosaid 0oue)sqns Pa[onuod s[puey o) Jurgsim soroeureyd 1ey) ‘1oA40T ‘S9j0U
pIeog oY, 'spIepuels Io sjuowrormber [e1ope Aue 01 100{qns j0U oIk ‘a10JoIdT) ‘pue “bas 10 T-41:C¥ V'S'I'N
£q pouIoA0S are syuswpUSUIR pue JJnI mou pasodoid oty 9snesaq parmber 10u ST SISATeuB SPIEpUE]S [BI9P] V

JUSTID)E)S SPIBPUB)S [BIOPIH

$1500 UOTSIOATIO 37} YSIOMINO SASIDE 1M SIUSWIMbar Jurjaqe] Mau 9y) SigaUaq

o] seATeq pIROg 9} INq ‘PAJBUINISS 10U ST ‘AT JI ‘osuadxe ouIl}-ouo Yong ‘[3qe[ ) Uo aq 0} pemmbai
UOTJRULIOJUT MU 9y} Gita juswdimbe 1opndwoo ureidoidar o} soenrreyd oy Sursnes £q seroemreyd wo
$]SOD QATJRISTUTIIPE SwWos asodwt AeW 6'G-6€:€T D'V ['N 18 O[NI Sur[oqe] Sy} 0} SjuSwpuatre pasodoxd oy,

-wondirosaid yoes Furjpuey JO 1509 o) 9oNPAI LWL SUOLIUNJ POZIETIUSD UL S[EDS JO SAIUIOU0IS YONS

ey o[qrssod oq Aeur J] "AI0JU0ATT QATSTAAXS 10/pUe SUIAOW MO[S JO UOTBUIII]S 10/pUe UOLONpal St} ySnomy
$1500 AIOJUSATT UT TOTIoNpaI & 9oustadys Aew Iouuew pezifenusd  ur suondiosard o[puey 01 5p1odp YorgMm
soroetmreyy “s1speateyd 10 soreueyd o §1502 OMuou0dd Aue dsoduwr 10U S0P NI MU pasodoxd a2y,

1edu] SMIouody

-asn 1odoid sy1 pue uoneoIpaW oyl SUTAJTIUSPT UT IWNSuod/jusried o) SISSE [[I4 P[Oq UE JO JO[0D JUSISJJIP

© “od} 1081e] ® U 9q SUONOSII Sy} PUB UOTEIIPSW 9} JO Sureu oy ‘yusned oy Jo owreu oy 12q) Surnnbar
SJuSUIpURUTE oy} ‘A[ISer] "UaYe) 9q APWI UONEDIPaUT o) uaym £q 91ep 9y 0} Jownsuod/uaned o) 10511p [[iA
.o1ep £q asn, 01 ,9o1ep uonendxs, Surdueys juswpustre pesodoid oy, ‘pesuadsip usaq sty UONBIIPIW Yonw
MOT] PUE Taye) Suraq UoneRdIpal 9y} Jo Aousjod oyl mouy [[Im ISwnsuod/jusned oy ‘pasuadsip Liyuenb o
pue uorespat o) Jo yiSuans oy Surfeqe Ag mondiosard oy pe[y A[remoe oym uosied oy Jo SweU oY)
2q 10U AeUI [oqR] o) UO Jstoeurreyd oY) JO SUIBU 9] 9SNBIQ UOISIJUOD ISWINSUOD JBUNI[D P[NOYS [oqe] 34}
woiy o8 reyo-ur-jswoenrreyd paraisiZal 9y} Jo Sweu oy Fune[e( SIomWNSuod pue s)speuieyd yjoq uo 1oedur
aantsod e oAy 01 pajoadxa OS[E Ak §'G-6€:€T "DV [N 18 S[nI Sur[oqe] oy} 0} SJUSWpUswe pasodoxd ayy,

. ‘s10110 nonduoasaid sonpar pue [onuod Ajenb

aaoxduit ‘sarouardnyye reuonerado saorgoe Aetr Surpuey nondrosaid pozienusd OJUT I97US JeY) SSI0RULEY]
‘uonyorysIyes qol pue JUSUTONATS Yiom sjstoeuLeyd of) Suroiduur o) Stres oY) T8 S[Iyam dSEAI0op Aeur
suondiosaid 10y Sunresm sIswmsuod Aq juads owm og) 18y} sejedronue os[e preod oYL, “istoewnreyd Sursuadsip
S} YITA JOBITOD 100TIp 210U §SnoIy Iowmsuodusned o sjyeusq pue Sursuadsip Jo juiod oy je sjuened
[OSTNOD 0} JUIT} AIOT SeY oY IstoruLeyd 9T} SJOUAq STy, “Iownsuod/uared og) o) pasuadsip st uondrrosard




YO0T/Y/T1 WY G ] 0IARYA/[BSOAO0IA/BI/SA]/SIL LU RIS Mmm//:upy

1oeduay YIMoIn) JIetS

-Koewreyd oy Jo 9ZIS
oty nodn paseq papraoid ore sjuawarnbar souedwod SUMISFIP OU ‘SPIEpUR)S JUIES ) 0} ISP Surpuey
nondrrosald [enuad ur 23e3ud 0] pusuI Yorgm soroewreyd [Te 18y} SINSUD 0] JOPIO U "SJUSWPUSWE pue [0t

mau pasodoxd oy Yim A[durod 0 papasu aq J[IA SIOTAISS Teuorssojoxd reuonippe Aue ey paredionue JOU ST

-ATRUIUING 9Y) UT 2AO0GE PISSNOSIP oIe [oTyM sjustmannbar eouerdwoo
mou asodur os[e oI Surjaqer sy} 0} syuswpusure pasodord AL, -ATeuIuing oY) UI 9AOQR PISSNOSIp dIe
pue () pue (P) HONOSSGNS UL PUNO AT YOI SjusmaImbar souerduod sosodurt osye on1 mau pasodoid 947,

-sga001d Surpuey nonduosaxd oy) Sutmp yoes £q

pourtoyrad TOTOUNJ 9y} PUR POAJOAUL S[ENPTATPUL SY} JO [TeI} JIPIE UE ‘STedA 9AL] IO “UTe)uret JSntl Surppuey
wonduosaid [enues Ul peAfoAur satoeuLreqd [[e o1egm ‘¢ (P)OT'S-6€:€1 DV I'N® pasodoid st justarmbar
SurdeoypI0901 V “sa9sua01] preog uodn sjuemarnbar Suniodar Aue asodur 10U i SN AU posodoixd oy,

*SoSSOUISNq [[euls 10] stuswarnnbar souedurod SULISIIP YSIGRISe STUSIPUSWE PUue [l MIU 3]

IOUIAYM TI0] 198 01 PUR ‘sassaursnq [[eurs todn joedurr oRUOU099 9SISAPE AUR OZIUITUT O} SJUSWPUSUIE PUB
o[nI MaU o) PouSIsop Sey 1 YOI UT JOUURT 97} SUIINO 0} ‘SJUSUWIPUSUTe PU. S[NI MU pasodoid 2y} Jo $1500
ooueridwod [enuue pue [RHIUT ) AJEUITISI 0 PIROg 9y} SSInbal 1ogimy 10V 97, -syuoturannbar yim Ajdurod
0} Papasu 3q 0} A[9YI] $901AISS [euoIssejoid JO Spury 9y} SUIPNoul ‘SJUSTIPUSUIR PUR S[NT AU pesodoxd ag3
Jo syustarnbor souerdurod reqjo pue Furdesypioodal ‘Surrodar oy YI0] 198 0 PIeoq 1) sormbar joy a7,

. ‘sorpdde
sTsATeue SUIMO[[O] 97} USY) 10V ) JO SUTURSUr oY) UM ,‘SISSOUISTq [[EWS, PAISPISUOD oIk Sa9SUSIY
preog Jy “sistoeurreqd {6771 Afrewrxoidde sasusor] preog o) ‘Apusnm)) A[dde [[Im sjUSWpUSWE pue

o[n1 mou pasodoxd o) YoM 0} SISSSUISN] [[BTIS JO IOqUINT o) JO SJewmsd ue pue sad£y o) jo uondrosap

© apraoid 0y preog oy sexmbar “bas 10 9T-gH1:2S V'S ['N ‘(10 9U3) 10V ANIqrxo]] A1018[n3oy S,
JuRUIA}R)S AN[IQIXIL] A10)e[nsay

-318)S o) U Ansnpur emjnotSe o uo 10edul Ou 9ARY [[IA SJUSIPUSUTE PUR (NI Mau pasodord oy,

1oeduy Ansnpuy 2am)mdISY

"oelg oy ut sqof jo
SSO[ IO UOTRAI0 9} UI J[NSAI [[IA4 SJUSWPUSUIE pue [ mau pasodoid oy jeq aredronjue jou so0p pIeod Y],




YOOTH/T1 WY "G | OMURYU/|BSOUOLU/EI/SUL/SLL LU DJBIS Mmmy//upy

¢ IoIMORJNUBL 9} JO SUWIRU O} ‘OLIOUSS <<+JH>> <<-J 'T->>

<<HPUE +>> <<-4->>0UTel JLISULF JO SUWRU Puelq oY, <<+ g+>><<-p->>
(“1x0) ut 98ueyd ON) "7-'] S "¢-'7 FunsIXa AJIpoooy
<<-‘a8eyo-ur-jsroeureqd paIa)sIdal oY) JO SUIRd YL, “[->>

, “UOTJRUILIOJUT
SuTMOT[O] 911 1889] 18 T3Ta [oqe] paxtye Apuoueuriad e 1eeq Jreys 1onpoid Aue 10J Iourejuod pasuadsip oy, (v)

SuIPqE] 6°S-6E:€T
<< 6°6-6¢:€1 DAV IN>>
(‘7xa) ur 98ueyd ON) "€1-'8 S8 "H[-"6 SUNSIXD AJIpooay
<<-‘oSreqo-ur-jsoeuireyd poroysigar o) Surmreu sjoqe] nonduosaid jo osn ) Suumsuy ‘g->>
(-e8ueyo oN) "L-'1

:sonIqrsuodsar SuIMo[oF ot Jo SUTNg 9y} 2InSUS 0} ATeSSI00U SUIT) JO JUNOWE 187} 10]
yuetnredop Aoewreyd 1o Aoeurreqd oy ur jussaxd AqreorsAyd oq [reys a8 reyo-ur-1stoemnreyd pardlsidar v (9)

(-eBueyo oN) (P)-(8)
sxegd-ur-jspemieyd poao)sIsoy ST €-6E:€1

<< 8I'¢-6€£: €1 DAV [N >>
: smofjog resodoxd a3 Jo 1¥93 [Ng

ueld
JuomndoyoAspay pue 1uatudo[aAd( S1eIS o) Jo uonejmama[dur oy} uodn J0 G3M0I3 JIBTIS JO JUSUISASIYOR
o1 uodn 1oeduwr Aue aAey [[I4 SJUSWIpUSUIR pue o[nI mau pasodoid o) 1eyl 9ASI[aq 10U S0P PIeog YT,



POOT/VITT

TG T OIARYQ/[RSOUOIU/BI/SU|/SILLUDILIS MMM/ -LUHY

<<+8unpuey vondridsaid pazie.r)udd 10§ SIINPAD0IJ OI°S-6£:€T+>>

<<OT'S-6¢:CT DAV [N >>
-jstoeurreqd Suisuadsip o3 jo yuewSpnl euotssojoxd oy ur Bm,ﬂmo&mm PoUISap SB Io/pUe ISINjoRJnuell
oy} AQ PopUSTITIODRI Sk Jur[aqe] ATer[xne J[e reaq [[eys 1onpoid Aue 10J I9UTRIUOD <<+p+>>osuadsip
o) “0A0QR <<+(q) pue+>> (E) UI YHOJ 19§ SJuSwaInbar oy 0} UonIppe uf <<FH()H>><<-(q)->>
<<+-A0qe () 01 Juensimd Jourejuod pasusdsip oy} Jo [9qe| oY) U0 readde 01 poxmbar
UOTJRULIONUT 1910 91 0} uosredmod uT “ad4) pap[oq ur 10 2d4} J0J00 JUSISJIIP B Ul ‘ad£y 108 1e] ur TRaddE
[TeYS oSN 10] SUOHORIIP 9y} PUE ‘TOTIEOIPSW 9} JO SWE JLISUa3 10 puelq Sy} ‘sured juonied oy, (q)+>>

- IOUTEJUO §,IOIMORJNURH ) UO Jep uorerdxs o) 1o Sursuadsip jo ep ot
WoIy 129K U0 JO ISR oY) SUBSW ,91p <<+AQ 9sn+>> <<-uonerndxe->>, ‘gdeigered sty Jo sasodind 10 T

-gmSesord euIdHo s IDINOBJNUEN o) URY) 1910 Surdexoed Aue ur posuadsIp JT <<+‘91ep
£q 9sn syonpoid sty Aq pamoryoy ,£q 9sn,, aseIyd+>> <<-0Jep goneIrdxa->> oy [, <<+ ¢I+>><<-71->>

pue ‘s J0J SUOTIAII(] <<+ TT+>><<-"T[->>

(19 T 28ueyd ON) <<+ [+>><<-"(01->>

‘ouIRT <<+I9qLosald +>><<-5,10q1108a1d->> 9, <<+ Q[ +>><<-"6->>
9stoeunreqd Sursuadsip oy) JO S[ENUI<<+ "6+>><<-"8->>

("1x9) ur 98uRYd ON) <<+ §+>><<-"L->>

‘<<+o[qeordde a1egm ‘+>>[oqe[ ArRUONNE) S V <<+ [+>><<L-'9->>
(‘1x21 Tt 93ueyd ON) <<+ 9+>><<L-C->>

<<+:posuadsip LAipuenb oy, "¢+>>

<<+¢o[qeordde o1oym ‘UOTBOIPW JO YISUSIS oY, f+>>



POOT/V/TT ; WY G | 0IABYQA/[BSOUOIU/BI/SU|/SIU U BIBES Mmm//.uuy

<<+¢A1dwoo [reys Aovurreyd

yora gorgm i 1e1deyod sty ur sefnr ooads oy pue Aovuireyd goee Jo sonoead Jo adoos o) Suneaur[ap
‘preog o 01 uoneordde o[3urs € oxeur [[eys seroewireyd oy, Teaordde preog ureiqo Surppuey wondrrosaid
Tenua0 a1} 0} senTed are Jery) saroeuLeyd [[e ‘Surpuey wondrrosard Tenued ur Suigedus 03 10l T+>>

<<+I0UMO SUIES 9T} AR IO SIOIAISS Yons apraoid 0 JuouraaIse
remoenuoo € aavy Surpuey uonduoseid [enued ul Sunedronred serovtrreqd o Jo [[e 10 AUV “[+>>

<<+:popraoid Surpuey
vonduosaid [enued ur 93eSus Aewl 9A0qE (9) UI PajRauI[ap soropreyd pasuedI] o) JO SI0UI 10 OMT, (P)+>>

<<+-oATEIuosaIdar pazuoying sjusned ot 01 10 justied oy 0) Sursuadsip 10] uondrrosaxd pa[[Iyal 10 Pa[y oy}
10/pue uondrrosaid possacoid o) $9A19001 1Ry} AdeuLreyd pasuad] e ST oM ‘Kovurreyd Sursuadsip v “p+>>

<<+pue ‘moneorpaut oy jo Surfexoed pue uoneredord oy sepn[oUI YOIrYM suonduosexd Zur(yiye1 Io/pue UL
£q Surppuey uonduosaid fenues ur Sudesus Aoeurreyd pasudol] € ST YoM ‘Koerreyd [[ [BNUD V "C+>>

<<+UOTEOTPN[pPE PUE TOTIN[OSII SWIL[D “UOISSTUIQNS SUITe[d ‘Sur[asunod jusijed ‘SUOTIUSAISIL ‘SUOHBZLIOYINE
TTLRI ‘morAa1 Snip aanpoadsold ‘Anus e1ep ‘03 paIu] 10U 21 Ing “9pn[our Kewr 1e1p) suonouny Sururrorad
£q maraa1 uonduosard ur seSeSus 1eq) AovurLeyd posuod] & ST YoM ‘Koeurreyd Sursseoord [enuad  7+>>

<<+ Koeurreqd yeq) wodj [[Ijo1 oy} pajsenbar jusred o JT 10 gY°¢ PUB V8'G-6€:€T DV I'N U

papraoxd se Koewrreqd pazienusd gy 0) Apoerp reuonnoeld Surqrosard oy Aq paprusuen sem uondrosaxd
o Jt Aoruireyd SuneUISLIO I0 OeIUT oY) PAISPISUOD 3q ABW ‘MO[eq ¢ pue ¢(d) UT PSTeSUl[ap se ‘Koeurreyd

117 Tenued & 1o Koewreyd Sursseooid [enues  wonduosaid e el 10 [[1f 03 Isenbar s ouonnoeid Surqrrosaid
10 sjuonyed or] peATedar Jery) Aoeurreyd pasudT] & ST YoTm ‘Aoeurreyd SUneUISLIO 10 OYRIUL UV “[+>>

<<+:saroeurreqd Sumor(oy o) £q pamrojred oq reqs wondirosaid e SUIpUeE( Jo sUONOUNy jusuodwod
moj oy, ‘Aoewwreyd Suisuadsip e pue ‘Koeurreyd [y enuad e ‘Aoeurreqd Swssooo1d enued € ‘Aorurreqd
SunemSio 1o oxejur e :Surpuey vondiosaid fenued ur 98eSus Aewr seropuireyd SUTMOT[OY YL (0)+>>

<<+nondmoserd e Surpuey Jo suonouny jusuodumod moj o) Suruioyred
10J Ayiqrsuodsal Surreys soroetIeyd pasudI] SIOU IO OM] S[TRIUD Surppuey vonduosaxd renua) (Q+>>

<<+ Fursuadsip
pue jusuny ‘gurssaooid ‘oxeiur ore uondirosaid e Surppueq Jo sUONOUNJ jusuodwos 1noj oy, (B)+>>



Y00T/V/T1T

W)Y G 0IABYU/|BSOUOIU/BI/SU|/SIL LU OLESS Mmm//-Upy

<<+:3UIMO[]0] oY} JO [[& 10 Aue JO Toquinu ouoyda[a) Pue SSAIPpe ‘Qured Y[, TH+>>

<<+pue ‘ysoemreyd Sursuadsip oy jo yuomSpn( reuorssajord
o ur ayeidordde pawesp se J0/pUe I2INJIRINURNL 3Y) AQ PIPUSTIUIODI S8 SUIACE] ATerIXne [y TX+>>

<<+$I0UTRIUO0D S, I9IMIOBJNURHI 97} UO S1ep uonendxo oy} 10 SuisuadsIp Jo 9ep o) Woy Ieak

U0 JO JOT[Ie o1} sueaul , o1ep Aq asn,, ‘ydeiSered siy jo sesodmd 104 -SurSeyoed [eurdno s IoImorINUR U}
wer) 1om0 SurSexoed Aue ur pasuadsip Ji ‘orep Aq asn sonpoid oy} £q Pamo[[o} Aqosn, esemyd oy, "X+>>
<<+9sn 10 suonoaIi( XI+>>

<<+:roquinu uonydrosaid oy, "HIA+>>

<<+ioureu 10quosaxd oy J, TA+>>

<<+toureu juened oy, ‘TA+>>

<<+ime[ Aq panruezad usym pue ojqeoridde aregm ‘[oqe| Areuonned SAD V A+>>

<<+pasuadsip st uoneorpowr uondirosoid yorgam uodn 3jep Y], “Al+>>

<<+:posuadstp Anuenb oy, ‘TH+>>

<<+91qeoridde orogm ‘moneoIpaw JO YIFuans oy, T+>>

<<+{I2IMOBJNURW Sy} JO SUIRU o} ‘OLIouag JT pUR ‘OWRU JLISUSS IO SWeU puelq 3], TH>>

<<+:UOTRULIOUT SUTMOT[O]
o) 1589 18 (1A [3q¥] PIXLFe Apusuewrad  s1eaq 1onpoid Aue 1oy nondirosad pasuadsip oy, y+>>

<<+:9[qepEal PUE S[qBASILNAI A[S)RIPIUIT

9q [[eYS UOTJRIILIOJUT JO TeaK QUO JUSDII JSOUT ST, "SYI9M OM] UIJIIM S[qePeal PUB [(RASLIIRI 3] 0) SB

0S IOUURWI B YONS UI POUTE)UIEHI 9q [[eyS UONRULIOJUT JO SIRIA IN0J 1SOP[0 STLL, "Po[JoI Jo payfy st uonduosard
o1} 9Jep o) WOI] STeaK SATL] UeY) SSI] JOU J0J paurejurew oq [[eys [rex jipne oy, ‘Surpuey uonduosard

Jo dojs goee 10] ‘potiofrad SIv suonOUNY AU} SWI) AY) Je Yoes Aq pauriofad (s)uonouny jusuoduwod

oy} pue (S)[ENPIAIPUL 9y} JO (S)QUIEU oY} SJUSUINIOP PUB SPIOIJI 1BY1 PSUTRIUTRU ST [TeX) JIpne Uy “¢+>>



YO0T/P/T1 WLIY ™G | UIUBYU/ [ESOUUIU/BEI/DU| /DL LU G164 MU/ Y

<<+'bas 12 00€T
g gD 12 18 YH0J 198 SjuswaImnbal [eI1opa,] [iim 1USISISuod ‘mef £q panmuzad woysm Surpuey nondrosard
Tenuoo ur Suredus sooetnreyd Aq PIIFaI 0 PO 2 ABTT 90URISNS PI[[ONRUOD B 10] vonduosaid vy ()+>>

<<+'pafy Apredoid uooq sey uondurosard
ot Jer) Sunnsus 10y o[qrsuodsar ore Surjpuey uondrosad [enusd oFe3uo 01 axe jeq) sooeureyd [V “6+>>

<<+pue
‘[TJ OTHOIDO[d UOWIO € oTeys Surjpuey nondiosaid [enuso ur 9geduod 01 are 1By} soroemireqd [V "g+>>

<<+4sonboar uodn preog oY) 0] S[R[TRAR OPEUI 94 [[BYS [ENULWI Sompadoid pue sororjod

o, "aaoqe ¢(p) Aq pormbar [rex) JIpne oY) JO 9OURTUSIUTEW SPN[OUT OS[e [[BYS [enuell sammpaooxd pue sarorod
oy, “xoydeyo ST T [3I0J 198 S9[nI preog Yy gim eouerjduod Sunnsuo 10§ pue uondiosard oy Surpuey

30 suonouny JusuoduIod 9y} JO YIes 10 9[qIsuodsal 9q [[BYS OYM SSJeuSISOp YOTm [enteur sompaooid

pue sarorjod wowrmod e urejurew Surpuey uondiosaid [enusd ur 33e3ue 0} oIk 18] soroeurreyd [[V “L+>>

<<+:uonemdod

uoned Aretrd s Aoeurreqd ogy 01 1500 OU J& S[q[TEAE 9q [[RYS 901AI9S duoyde[a) oY, "PIYILaI 3q

Kew jstoeunreqd e a1oym Ioqunu ouoyda[e) B pue S[qe[TeAr ST jsioeurreyd e SINOY oY) 9pnjoul [[eys pue ‘peal
Aprses “quuad proq ur oq [reys 1usred oy} 0] papIA0Id TOTEWLIOIUL USPLIM ST ], "UOTBIIPIW 3] I0 wondrrosaxd
o) Jnoqe suonsenb Aue sey juaned oy J1 108IU00 01 AopuLreyd oI S9JeOIPUL Jey) “IdUTeIuod uondrosaxd
o) [IM 10 foqey nondirosaid oY) O ISYNS “UONETULIONUT UONIA [im papraoid st juaned ogy, "9+>>

<<+:0A0qE #(p) 01 Juensind 1oureInoo pesuadsip o) Jo [oqe] 9y} uo readde

0 parmber woreuLIoyuT 19710 o) 03 nostredwoo ur ‘od4) paproq ut 10 ‘ed4) 10]00 JUSISHIP © UT ‘2dA) 10318]
ur readde osn 10 STOTOQITP oY) PUB “UOEOIPSUI 91} JO QUIRT JLIouag 1o pueiq 9y ‘swreu juaned oy, "¢+>>
<<+:Koewrreyd Sursuadsip oy, (y)+>>

<<+1o/pue ‘Kovrureyd [[IJ [enuad Sy, (g)+>>

<<+:Koeurreyd Sursseooid enuad oy, (g)H>>

<<+ Koewrreyd ayeiut oy, (1)+>>



YO0T/Y/TT

W)Y G [ OIARTA/[BSOA0IA/BI/SA[/STU LU DRI MMM //UpY

£002-9661 ‘Assisr map jo erelS © WbuAdod

([pTE5S | STUGINIBdap | JUSWUISACD | SSBUSTY | 5[d0ad | ASSIal MaU AW | BWOU opimalels
7-€ S35]A19s | Sjun pue swelbold | Juswikojduis | Areiql| | $bej | §n inoge | smeu | Sh1oBuos | SWoy sd :euewpedag

UONELIIo[U] [EMaUSH 55US5T] | SAINUNN DURSE | SjES0d0ld B[y | SUoHAopY SNy | Spiecg buisuedr] | We[diio) Sij | UoN98101d TBUNSUGDLOISIAT

.WW 3 puswsyese iy | ssgou fomaisd | S0 IRE300%



NORTH

- CAROLINA



Pharmacy Rules

3) The restocking of automated dispensing devices.
(c) Only persons authorized by the pharmacist-manager may remove drugs from the dispensing devices and
only in the quantity of doses needed to satisfy immediate patient needs. Should a violation of the foregoing
occur, the pharmacist-manager shall conduct an investigation and report any violations to the entity having
jurisdiction over these issues.
(d) Bar code scanning of drug packaging and storage units may be utilized as a quality control mechanism
if this technology is available in the automated dispensing system.

History Note:  Authority G.S. 90-85.6,; 90-85.32; 90-85.33;
Eff. April 1, 1999;
Amended Eff. August 1, 2002

11815 EMERGENCY PRESCRIPTION REFILL DUE TO INTERRUPTION OF MEDICAL
SERVICES
In the event a pharmacist or device and medical equipment permit holder receives a request for a
prescription refill and the pharmacist or permit holder is unable to obtain readily refill authorization
from the prescriber because of the prescriber’s inability to provide medical services to the patient, the
pharmacist or permit holder may dispense a one-time emergency supply of up to 90 days of the
prescribed medication, provided that:
(1)The prescription is not for a Schedule II controlled substance;
(2)The medication is essential to the maintenance of life or to the continuation of therapy in a chronic
condition; :
(3)In the pharmacist’s or permit holder’s professional judgment, the interruption of therapy might
reasonably produce undesirable health consequences;
(4)The dispensing pharmacist or permit holder creates a written order entered in the pharmacy’s
automated data processing system containing all of the prescription information required by Section
2300 of these Rules and signs that order; ’
(5)The dispensing pharmacist or permit holder notifies, or makes a good faith attempt to notify, the
prescriber or the prescriber’s office of the emergency dispensing within 72 hours after such dispensing.
History Note: Authority G.S. 90-85.6; 90-85.25; 90-85.32
Temporary Adoption Eff. October 29, 1998
Eff. August 1, 2000.

1816 PROCEDURES FOR CENTRALIZED PROCESSING OF PRESCRIPTION ORDERS
(a) A pharmacy permitted by the Board may process a request for the filling or refilling of a prescription
order received by a pharmacy within this State, provided:

(1) The pharmacy that is to fill or refill the prescription either has a contract with the pharmacy which
received the prescription or has the same owner as the other pharmacy.

(2) The prescription container:

(A) is clearly labeled with all information required by Federal and State laws and regulations; and
(B) clearly shows the name and address of the pharmacy refilling the prescription and the name and address
of the pharmacy which receives the refilled prescription for dispensing to the patient,

(3) The patient is provided with written information, either on the prescription label or with the
prescription container, that describes which pharmacy to contact if the patient has any questions
about the prescription or medication.

(4) Both pharmacies maintain complete and accurate records of the prescription, including:

(A) the name of the pharmacist who fill or refills the prescriptions
(B) the name of the pharmacy filling or refilling the prescription; and
(C) the name of the Pharmacy that received the fill or refill request.

(5) The pharmacy that fills or refills the prescription and the pharmacy that receives the prescription for

dispensing to the patient share a common electronic file,

NORTH CAROLINA ADMINISTRATIVE CODE— August 1, 2004 Page
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Pharmacy Rules

(6) The originating pharmacy is responsible for compliance with the requirements of Federal and State
laws and regulations regarding recordkeeping and patient counseling.
(b) Nothing in this Rule shall be construed as barring a pharmacy from also filling new prescriptions
presented by a patient or a patient's agent or transmitted to it by a prescriber.
Authority G.S. 90-85.6; 90-85-32;
Eff. August 1, 2000.

21 NCAC 46 .1817 PROOF OF IDENTIFICATION
(a) As a precondition to filling any prescription or dispensing any drug, a pharmacist or person acting at the
direction of a pharmacist may demand, inspect and record proof of identification, including valid
photographic identification, from any patient presenting a prescription or any person acting on behalf of the
patient. Valid photographic identification includes but is not limited to the following:

1) A valid motor vehicle operator's license;

) A valid identification card,

3) A valid United States passport; or

“4) Other valid, tamper-resistant, photographic identification.
(b) A pharmacist or person acting at the direction of a pharmacist may exercise discretion and refuse to fill
any prescription or dispense any drug if unsatisfied as to the legitimacy or appropriateness of any
prescription presented, the validity of any photographic identification or the identity of any patient
presenting a prescription or any person acting on behalf of the patient. Refusal to fill pursuant to this
Paragraph shall be noted on the prescription by the pharmacist or person acting at the direction of a
pharmacist.

History Notes:  Authority G.S. 90-85.6; 90-85.32;
Eff. August 1, 2002

21 NCAC 46 .1818 PRESCRIPTION LABELS
Prescription labels shall list at a minimum the generic name of the drug, even if the generic drug is
unavailable to dispense or even if the substitution of a generic drug is not authorized.

History Note: Authority G.S. 90-85.6, 90-85.32;
Eff. January 1, 2006.

SECTION .1900 — FORMS

.1901 DEFINITION
For use in the discharge of the statutory duties of the Board, it has adopted certain official forms which are
described in this Section. Forms referred to in this Chapter are those forms described in this Section, and
are available from the Board's office.
History Note: Authority G.S. 90-85.6;
Eff April 1, 1983; Amended Eff. May 1, 1989.

.1902 APPLICATION FOR PHARMACIST'S LICENSE
The form for application for a pharmacist's license is "Application for Examination and Reglstered
Pharmacist Certificate." All applicants for admission to the examination for licensure as a pharmacist
shall submit this form. In addition to the normal questions of identification, this form requests responses
on education, experience, prior activity, proof of qualifications and character.
History Note: Authority G.S. 90-85.6; 90-85.15;
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PROPOSED RULEMAKING

STATE BOARD
OF PHARMACY

[49 PA. CODE CH. 27]

Technology and Automation

[34 Pa.B. 3146]

The State Board of Pharmacy (Board) proposes to amend §8 27.1 and 27.14 (relating to

definitions; and supplies) and to add §§ 27.201--27.204 (relating to technology and
automation) to read as set forth in Annex A.

Effective Date

The proposed rulemaking will be effective upon final-form publication in the
Pennsylvania Bulletin.

Statutory Authority

The proposed rulemaking is authorized under sections 4(j) and 6(k)(1) and (9) of the

Pharmacy Act (63 P. S. §§ 390-4(j) and 390-6(k)(1) and (9)).

Background and Purpose

Currently, the Board's regulations do not govern whether pharmacies may accept the

transmission of prescriptions of a lawful prescriber by electronic means. Prescriptions may
be sent to the pharmacy by telephone or facsimile under §8 27.18(n) and 27.20 (relating to
standards of practice; and facsimile machines). The proposed rulemaking allows pharmacies
to accept a prescription that was transmitted electronically through the Internet or intranet.

Pharmacies would also be permitted to maintain the prescription electronically, thus

eliminating a need to maintain an original paper prescription. The proposed rulemaking also

allows pharmacies to maintain required records on a computer as oppose
files. Pharmacies can then begin moving toward a paperless recordkeeping system.

http://WWW.pabulletin.com/secure/data/vol34/34-25/ 1066.html
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The proposed rulemaking also provides for the use of centralized prescription processing
and automated medication systems. By implementing these innovations into the practice of
pharmacy, a pharmacist may spend more time dealing with the clinical aspects of the
practice of pharmacy.

Description of the Proposed Rulemaking

Section 27.14(c)(11) permits the use of a computerized recordkeeping system in a
pharmacy and lists two standards for the use of a computerized recordkeeping system.
Proposed § 27.202 (relating to computerized recordkeeping systems) provides a more
comprehensive set of standards for a pharmacy's use of a computerized recordkeeping
system. Therefore, the proposed amendment to § 27.14(c)(11) removes standards for
computerized recordkeeping to the extent they are under proposed § 27.202 and instead
cross references § 27.202. The Board also proposes to amend § 27.14 to remove the direct
reference to 21 CFR 1304.04(h) (relating to maintenance of records and inventories) and
replace that language with a broader reference to State and Federal laws and regulations.
The Board recognizes that 21 CFR 1304.04(h) is not the only law or regulation that governs
controlled substance prescription records. The proposed rulemaking is more accurate with
regard to the duty of a pharmacy to maintain records in accordance with both State and
Federal law.

Proposed § 27.201 (relating to electronically transmitted prescriptions) regulates
prescriptions transmitted to a pharmacy by electronic means. Currently, the regulations
allow for a pharmacist to accept prescriptions transmitted through the *zlephone or a
facsimile machine, but they do not address the acceptance of prescriptions transmitted
through electronic means such as a computer or palm device. The proposed rulemaking sets
forth the requirements of the electronic prescription that a pharmacist may accept. To
protect the prescription from being altered, it must be electronically encrypted or protected
by some other means to prevent access, alteration, manipulation or use by an unauthorized
person. The patient is able to choose the pharmacy where the prescription will be
transmitted. If a pharmacist believes that the prescription does not comply with State and
Federal Law, the pharmacist may choose not to fill the prescription. This section also sets
forth the recordkeeping requirements for electronic prescriptions. The regulation requires
that either a hard copy or a readily retrievable image must be kept for at least 2 years from
the date of the most recent filling of the prescription. This 2-year time frame mirrors the
length of time that paper prescriptions are required to be kept on file. Like the existing
regulations dealing with facsimile machines, this section prohibits any pharmacy or
pharmacist from supplying electronic equipment to any prescriber for transmitting
prescriptions. Additionally, the proposed rulemaking clarifies that as an electronic
transaction, the transmittal of a prescription through electronic means would also be
governed by the Electronic Transactions Act (73 P. S. §§ 2260.101--2260.5101).

Proposed § 27.202 provides standards for maintaining records on a computer as opposed
to keeping paper files. The records must be immediately retrievable for prescriptions filled
within the previous 12 months or retrievable within 3 working days for prescriptions filled
within the previous 24 months. The Board feels that these timeframes are reasonable and
will not adversely affect patient care. The proposed rulemaking sets forth the information
that must be retrievable. Information that is currently required to be on prescriptions under
§ 27.18(b)(1), as well as identification of the pharmacist responsible for prescription
information entered into the computer system, must be retrievable. This section also
provides the procedures to be followed when the system experiences down time. To ensure
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patient safety, prescription information must be entered into the computerized
recordkeeping system as soon as it is available for use. Furthermore, when the information
from the computerized recordkeeping system is not available, prescriptions may only be
refilled if the number of refills authorized by the prescriber has not been exceeded. Finally,
safeguards must be in place to prevent access by unauthorized individuals and to identify
any modification or manipulation of information in the system.

Proposed § 27.203 (relating to centralized prescription processing) sets forth the standards
applicable to centralized prescription processing. Centralized prescription processing is a
process where a prescription is tendered to one pharmacy (the proposed rulemaking calls it
the "originating pharmacy"), then transmitted to a central fill pharmacy where the
prescription is filled or refilled. Generally, given the volume of prescriptions that it fills, the
central fill pharmacy uses an automated medication system to fill prescriptions. The filled
prescription is then transferred to the delivering pharmacy where the filled prescription is
ultimately delivered to the patient. This section sets forth definitions for each pharmacy
involved in centralized prescription processing and specifies which pharmacy is responsible
for each step in the prescription filling process. The Board has determined that because a
central processing center may be considered the "originating pharmacy" as defined by this
section, the central processing center must also be a licensed pharmacy. Because the Board
understands that the primary focus of the central processing center will be to process
prescriptions and not actually dispense them, the Board has decided to exempt the central
processing center from the requirement to maintain $5,000 worth of nonproprietary drugs
and devices in § 27.14(a).

Proposed § 27.204 (relating to automated medication systems) regulates the use of
automated medication systems to fill prescriptions. This section defines an automated
medication system and sets forth the requirements and safeguards that must be in place to
use a system such as this. Automated medication systems may be used either in a licensed
pharmacy or offsite as long as the operation of the automated medication system is
supervised by a pharmacist. The proposed rulemaking requires that automated medication
systems be validated to accurately dispense medication prior to going into use. The
proposed rulemaking also requires an audit trail of the activity of each pharmacist,
technician or other authorized personnel working on the automated medication system. The
Board may inspect the system to further validate the accuracy of the system. This section
sets forth a comprehensive list of requirements pertaining to policies and procedures in
operating these systems, conducting maintenance and in the case of disaster. The proposed
rulemaking requires written policies and procedures of operation, quality assurance
programs, plans for recovery from disaster and preventative maintenance.

Fiscal Impact and Paperwork Requirements

The proposed rulemaking has no fiscal impact, nor would it impose any additional
paperwork requirement on the Commonwealth. The proposed rulemaking should alleviate
some paperwork requirements on the regulated community.

Sunset Date

The Board reviews the effectiveness of its regulations on an ongoing basis. Therefore, no
sunset date has been assigned.
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Regulatory Review

Under section 5(a) of the Regulatory Review Act (71 P. S. § 745.5(a)), on June 8, 2004,
the Board submitted a copy of this proposed rulemaking and a copy of a Regulatory
Analysis Form to the Independent Regulatory Review Commission (IRRC) and to the
Chairpersons of the Senate Consumer Protection and Professional Licensure Committee and
the House Professional Licensure Committee. A copy of this material is available to the
public upon request.

Under section 5(g) of the Regulatory Review Act, IRRC may convey any comments,
recommendations or objections to the proposed rulemaking within 30 days of the close of
the public comment period. The comments, recommendations or objections shall specify the
‘regulatory review criteria which have not been met. The Regulatory Review Act specifies
detailed procedures for review, prior to final publication of the rulemaking, by the Board,
the General Assembly and the Governor of comments, recommendations or objections
raised.

Public Comment

Interested persons are invited to submit written comments, suggestions or objections
regarding this proposed rulemaking to Melanie Zimmerman, State Board of Pharmacy,

P. O. Box 2649, Harrisburg, PA 17105-2649 within 30 days following publication of this
proposed rulemaking in the Pennsylvania Bulletin.

RICHARD R. SIGMA, R.Ph.,
Chairperson

Fiscal Note: 16A-5410. No fiscal impact; (8) recommends adoption.
Annex A
TITLE 49. PROFESSIONAL AND VOCATIONAL STANDARDS
PART I. DEPARTMENT OF STATE
Subpart A. PROFESSIONAL AND OCCUPATIONAL AFFAIRS
CHAPTER 27. STATE BOARD OF PHARMACY
GENERAL PROVISIONS

§ 27.1. Definitions.

The following words and terms, when used in this chapter, have the following meanings,
unless the context clearly indicates otherwise:

* * * * *

Automated medication system--
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(i) A process that performs operations or activities, other than compounding or
administration, relative to the storage, packaging, dispensing or distribution of
medications, and which collects, controls and maintains all transaction information.

(i) The term does not mean an automatic counting device.

* * * * *k

Central fill pharmacy--A pharmacy engaging in centralized prescription processing
by filling and refilling prescriptions, which includes the preparation and packaging of
the medication.

Centralized prescription processing--The processing, under the direction of a
pharmacist, of a request to fill or refill a prescription, to perform functions such as
refill authorizations, interventions or other matters related to the practice of
pharmacy for subsequent delivery to the delivering pharmacy.

Central processing center--A pharmacy operated under the direction of a pharmacist
that engages solely in centralized prescription processing.

* * * * *

" Delivering pharmacy--The pharmacy that receives the processed prescription or the
filled or refilled prescription for delivering to the patient or the patient's authorized
representative.

* % x ok %k

Originating pharmacy--The pharmacy that receives the patient's or prescribing
practitioner's request to fill or refill a prescription and performs functions such as the
prospective drug review. The central processing center or the central fill pharmacy
may be considered the originating pharmacy if the prescription was transmitted by
the prescriber directly to the centralized pharmacy or if the patient requested the refill
from that pharmacy.

STANDARDS

§ 27.14. Supplies.

(¢) A pharmacy shall maintain at least the following equipment and supplies:

#* * * * %

(11) Prescription files for keeping prescriptions of nonproprietary drugs in accordance
with the act and, for controlled substance prescriptions, [the regulations of the DEA in 21
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} CFR 1304.04(h) (relating to maintenance of records and inventories)] State and
Federal laws and regulations. The original prescription or image of the original
) prescription shall be retained for 2 years from the date of the most recent filling. A

[ pharmacy may make use of a computerized recordkeeping system for keeping track of
telephone prescriptions, refills, counseling, and the like[, if the system has safeguards to
prevent accidental erasure and the information can be transferred to hard copy within
72 hours] in accordance with § 27.202 (relating to computerized recordkeeping
‘ systems). :

| * * * * *

TECHNOLOGY AND AUTOMATION

§ 27.201. Electronically transmitted prescriptions.

? (a) For the purposes of this section, an electronically transmitted prescription means the
communication to the pharmacist by means of data base exchange or e-mail (which does not
include telephone or facsimile machine) of original prescriptions or refill authorizations,
which have been sent directly from an authorized licensed prescriber or an authorized agent
to the pharmacy of the patient's choice and which have not been altered, accessed, viewed,
screened or manipulated by an intervening entity or person unless authorized by law.

(b) Except for Schedule II controlled substances which must conform to § 27. 18(b)(2)
(1 (relating to standards of practice), a pharmacist may accept an electronically transmitted
‘ prescription, from a prescriber or a designated agent which has been sent directly to a
pharmacy of the patient's choice if the following requirements are met:

(1) The prescription must contain the signature or the electronic equivalent of a signature
of the prescriber made in accordance with the Electronic Transactions Act (73 P. S.
§§ 2260.101--2260.5101).

(2) The prescription must include the following information: -

(i) The information that is required to be contained on a prescription under State and
Federal law.

(ii) The prescriber's telephone number.

(iii) The date of the transmission.

(iv) The name of the pharmacy intended to receive the transmission.

(3) The prescription must be electronically encrypted or transmitted by other
technological means designed to protect and prevent access, alteration, manipulation or use

by any unauthorized person.

(4) A hard copy or a readily retrievable image of the prescription information that is
transmitted must be stored for at least 2 years from the date of the most recent filling.
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(5) An electronically transmitted prescription must be processed in accordance with the
act and this chapter.

(c) The pharmacist and pharmacy may not provide electronic equipment to a prescriber
for the purpose of transmitting prescriptions.

§ 27.202. Computerized recordkeeping systems.

(a) A computerized system used by a pharmacy for recording and maintaining
information concerning prescriptions under State and Federal laws must be designed so that
it is capable of providing immediate retrieval (by means of monitor, hard-copy printout or
other transfer medium) of patient information for all prescriptions filled within the previous
12 months and retrieval within 3 working days of all prescriptions dispensed within the
previous 24 months from the last activity date. This information must include the following
data:

(1) The information required to be on prescriptions under § 27.18(b)(1) (relating to
standards of practice). ,

(2) Identification of the pharmacist responsible for prescription information entered into
the computer system.

(b) The system must be able to transfer all patient information to hard copy within 3
working days. ‘

(¢) Prescriptions entered into a computer system but not immediately dispensed must
meet the following conditions:

(1) The complete prescription information must be entered in the computer system.

(2) The information must appear in the patient's profile.

(3) There must be positive identification, in the computer system or on the hard-copy
prescription, of the pharmacist who is responsible for entry of the prescription information
into the system.

(4) The original prescription must be filed according to § 27.18(b). -

(d) If the computerized recordkeeping system experiences down time, the prescription
information must be entered into the computerized recordkeeping system as soon as it is
available for use. During the time the computerized recordkeeping system is not available,
prescriptions may be refilled only if the number of refills authorized by the prescriber has
not been exceeded.

(e) The system must have adequate safeguards to:

(1) Prevent access by any person who is not authorized to obtain information from the
system.

(2) Identify any modification or manipulation of information concerning a prescription.
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(3) Prevent accidental erasure of information.

§ 27.203. Centralized prescription processing.

(a) Centralized prescription processing. A central fill pharmacy or central processing
center may fulfill a request for the processing, filling or refilling of a prescription from
either the originating pharmacy or from the patient or the prescriber and may deliver the
processed, filled or refilled prescription to a delivering pharmacy provided:

(1) The central fill pharmacy or the central processing center that is to process, fill or
refill the prescription has a contract with or has the same owner as the originating pharmacy
and the delivering pharmacy. Contractual provisions must include confidentiality of patient
information.

(2) The prescription container:

(i) Is clearly labeled with the information required by Federal and State laws and
regulations.

(ii) Clearly shows the name, address, telephone number and DEA number of the
delivering pharmacy.

(3) Pharmacies that either utilize or act as central fill pharmacies or central processing
centers shall have policies and procedures in place that include an audit trail that records
and documents the central prescription process and the individuals accountable at each step
in the process for complying with Federal and State laws and regulations including
recordkeeping.

(4) Pharmacies that engage in centralized prescription processing share a common
electronic file.

(5) Each pharmacy engaging in centralized prescription processing shall be jointly
responsible for properly filling the prescription.

(6) The delivering pharmacy is responsible for making the offer to counsel to the patient
under § 27.19(e) (relating to prospective drug review and patient counseling).

(b) Exemption. The central processing center is exempt from maintaining an inventory of
at least $5,000 worth of nonproprietary drugs and devices under § 27.14(a) (relating to
supplies).

§ 27.204. Automated medication systems.
(a) This section establishes standards applicable to licensed pharmacies that utilize
automated medication systems which may be used to store, package, dispense or distribute

prescriptions.

(b) A pharmacy may use an automated medication system to fill prescriptions or
medication orders provided that:
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(1) The pharmacist manager, or the pharmacist under contract with a long-term care
facility responsible for the dispensing of medications if an automated medication system is
utilized at a location which does not have a pharmacy onsite, is responsible for the
supervision of the operation of the system.

(2) The automated medication system has been tested and validated by the pharmacy and
found to dispense accurately prior to the implementation of the system. The pharmacy shall
make the results of the testing available to the Board upon request.

(3) The pharmacy shall make the automated medication system available to the Board for
the purpose of inspection, whereby the Board may validate the accuracy of the system.

(4) The automated medication system shall electronically record the activity of each
pharmacist, technician or other authorized personnel with the time, date and initials or other
identifier in a manner that a clear, readily retrievable audit trail is established. It is the intent
of this section to hold responsible each pharmacist for the transaction performed by that
pharmacist, precluding the need for a final check of a prescription by one individual
pharmacist prior to delivery.

(c) The pharmacist manager or the pharmacist under contract with a long-term care
facility responsible for the delivery of medications shall be responsible for the following:

(1) Reviewing and approving the policies and procedures for system operation, safety,
security, accuracy, access and patient confidentiality.

(2) Ensuring that medications in the automated medication system are inspected, at least
monthly, for expiration date, misbranding and physical integrity, and ensuring that the
automated medication system is inspected, at least monthly, for security and accountability.

(3) Assigning, discontinuing or changing personnel access to the automated medication
system.

(4) Ensuring that the automated medication system is stocked accurately and an
accountability record is maintained in accordance with the written policies and procedures
of operation.

(5) Ensuring compliance with applicable provisions of State and Federal law.

(d) When an automated medication system is used to fill prescriptions or medication
orders, it must be operated according to written policies and procedures of operation. The
policies and procedures of operation must:

(1) Include a table of contents.

(2) Include a description of all procedures of operation.

(3) Set forth methods that shall ensure retention of each amendment, addition, deletion or
other change to the policies and procedures of operation for at least 2 years after the change

is made. Each change shall be signed or initialed by the registered pharmacist in charge and
include the date on which the registered pharmacist in charge approved the change.
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(4) Set forth methods that ensure that a pharmacist currently licensed in the transmitting
jurisdiction reviews and approves the transmission of each original or new prescription or
medication order to the automated medication system before the transmission is made.

(5) Set forth methods that ensure that access to the records of medications and other
medical information of the patients maintained by the pharmacy is limited to licensed
practitioners or personnel approved to have access to the records.

(6) Set forth methods that ensure that access to the automated medication system for
stocking and removal of medications is limited to licensed pharmacists or qualified support
personnel acting under the supervision of a licensed pharmacist. An accountability record
which documents all transactions relative to stocking and removing medications from the
automated medication system must be maintained.

(7) Identify the circumstances under which medications may be removed from the
automated medication system by a licensed medical practitioner for distribution to a patient
without prior order review by a licensed pharmacist.

) A pharmacy that uses an automated medication system to fill prescriptions or
medication orders shall, at least annually, review its written policies and procedures of
operation and revise them, if necessary.

(f) A copy of the written policies and procedures of operation adopted under this section
shall be retained at the pharmacy and at the long-term care facility where the automated
medication system is utilized. Upon request, the pharmacy shall provide to the Board a copy
of the written policies and procedures of operation for inspection and review.

(g) The pharmacist manager shall be responsible for ensuring that, prior to performing
any services in connection with an automated medication system, all licensed practitioners
and supportive personnel are trained in the pharmacy's standard operating procedures with
regard to automated medication systems as set forth in the written policies and procedures.
The training shall be documented and available for inspection.

(h) A pharmacy that uses an automated medication system to fill prescriptions or
medication orders shall operate according to a written program for quality assurance of the
automated medication system which: ~

(1) Requires monitoring of the automated medication system.

(2) Establishes mechanisms and procedures to test the accuracy of the automated
medication system at least every 6 months and whenever any upgrade or change is made to
the system.

(3) Requires the pharmacy to maintain all documentation relating to the written program
for quality assurance for at least 2 years. Upon reasonable notice from the Board, the
pharmacy shall provide information to the Board regarding the quality assurance program
for automated medication systems.

(i) A pharmacy that uses an automated medication system to fill prescriptions or
medication orders shall maintain a written plan for recovery from a disaster that interrupts
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the ability of the pharmacy to provide services. The written plan for recovery must include:
(1) Planning and preparation for a disaster.
(2) Procedures for response to a disaster.
(3) Procedures for the maintenance and testing of the written plan for recovery.
(j) A pharmacy that uses an automated medication system to fill prescriptions or
medication orders shall maintain a written program for preventative maintenance of the

system. Documentation of completion of all maintenance shall be kept on file in the
pharmacy for a minimum of 2 years.

[Pa.B. Doc. No. 04-1066. Filed for public inspection June 18, 2004, 9:00 a.m.]
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<<Prev Rule Texas Administrative Code Next Rule>>
TITLE 22 EXAMINING BOARDS
PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES
SUBCHAPTERB COMMUNITY PHARMACY (CLASS A)
RULE §291.38 Central Prescription Drug or Medication Order Processing
(a) Purpose.

(1) The purpose of this section is to provide standards for centralized prescription drug or medication
order processing by a Class A (Community), Class C (Institutional), or Class E (Non-Resident)
pharmacy.

(2) Any facility established for the purpose of processing prescription drug or medication drug orders
shall be licensed as a Class A pharmacy under the Act. However, nothing in this subsection shall
prohibit an individual pharmacist employee who is licensed in Texas from remotely accessing the
pharmacy's electronic data base from outside the pharmacy in order to process prescription or
medication drug orders, provided the pharmacy establishes controls to protect the privacy and security
of confidential records.

(b) Definitions. The following words and terms, when used in this section, shall have the following
meanings, unless the context clearly indicates otherwise. Any term not defined in this section shall have
the definition set out in the Act.

(1) Act The Texas Pharmacy Act, Chapters 551 - 566, Occupations Code, as amended.

(2) Centralized prescription drug or medication order processing The processing of a prescription drug
or medication orders by a Class A, Class C, or Class E pharmacy on behalf of another pharmacy, a
health care provider, or a payor. Centralized prescription drug or medication order processing does not
include the dispensing of a prescription drug order but includes any of the following:

(A) receiving, interpreting, or clarifying prescription drug or medication drug orders;
(B) data entering and transferring of prescription drug or medication order information,
(C) performing drug regimen review;

(D) obtaining refill and substitution authorizations;

(E) interpreting clinical data for prior authorization for dispensing§

(F) performing therapeutic interventions; and

(G) providing drug information concerning a patient's prescription.
g gap P p

(3) Dispense Preparing, packaging, compounding, or labeling for delivery a prescription drug or
device in the course of professional practice to an ultimate user or his agent by or pursuant to the lawful
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order of a practitioner.

(4) Drug regimen review An evaluation of prescription drug or medication orders and patient
medication records for:

(A) known allergies;

(B) rational therapy-contraindications;

(C) reasonable dose and route of administration;

(D) reasonable directions for use;

(E) duplication of therapy;

(F) drug-drug interactions;

(G) drug-food interac:cions;

(H) drug-disease interactions;

(I) adverse drug reactions; and

k(J) proper utilization, including overutilization or underutilization.

(5) Patient counseling Communication by the pharmacist of information to the patient or patient's
agent in order to improve therapy by ensuring proper use of drugs and devices.

(c) Operational Standards.
(1) General requirements.

(A) A Class A, Class C, or Class E Pharmacy may outsource préscription drug or medication order
processing to another Class A, Class C, or Class E pharmacy provided the pharmacies:

(i) have:
(I) the same owner; or
(1) entered into a written contract or agreement which outlines the services to be provided and the
responsibilities and accountabilities of each pharmacy in compliance with federal and state laws and

regulations; and

(ii) share a common electronic file or have appropriate technology to allow access to sufficient
information necessary or required to process a non-dispensing function.

(B) A pharmacy that performs centralized prescription drug or medication order processing shall

comply with the provisions applicable to the class of pharmacy contained in either §§291.31 - 291.35 of
this title (relating to Definitions, Personnel, Operational Standards, Records, and Triplicate Prescription
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~ Requirements in Class A (Community) Pharmacies), or §§291.71 - 291.75 of this title (relating to

| Definitions, Personnel, Operational Standards, and Records in a Class C (Institutional) Pharmacy), or
§§291.101 - 291.105 of this title (relating to Definitions, Personnel, Operational Standards, and
Records in a Class E (Non-Resident) Pharmacy) to the extent applicable for the specific processing
activity and this section including:

(i) duties which must be performed by a pharmacist; and
(ii) supervision requirements for pharmacy technicians.
(2) Notifications to patients.

(A) A pharmacy that outsources prescription drug or medication order processing to another
pharmacy shall prior to outsourcing their prescription:

(i) notify patients that prescription processing may be outsourced to another pharmacy; and

(ii) give the name of that pharmacy; or if the pharmacy is part of a network of pharmacies under
common ownership and any of the network pharmacies may process the prescription, the patient shall
be notified of this fact. Such notification may be provided through a one-time written notice to the
patient or through use of a dign in the pharmacy.

(B) The provisions of this paragraph do not apply to patients in facilities where drugs are

~ administered to patients by a person required to do so by the laws of the state (i.e., hospitals or nursing
' homes).

(3) Policy and Procedures. A policy and procedure manual as it relates to central processing shall be
maintained at all pharmacies involved in central processing and be available for inspection. Each
pharmacy is required to maintain only those portions of the policy and procedure manual that relate to
that pharmacy's operations. The manual shall:

(A) outline the responsibilities of each of the pharmacies;

(B) include a list of the name, address, telephone numbers, and all license/registration numbers of the
pharmacies involved in centralized prescription drug or medication order processing; and

(C) include policies and procedures for:
(i) protecting the confidentiality and integrity of patient information;

(ii) maintenance of appropriate records to identify the name(s), initials, or identification code(s) and
specific activity(ies) of each pharmacist or pharmacy technician who performed any processing;

(iii) complying with federal and state laws and regulations;
(iv) operating a continuous quality improvement program for pharmacy services designed to

. objectively and systematically monitor and evaluate the quality and appropriateness of patient care,
pursue opportunities to improve patient care, and resolve identified problems; and
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(v) annually reviewing the written policies and procedures and documenting such review.

1 (d) Records. All pharmacies shall maintain appropriate records which identify, by prescription drug or
medication order, the name(s), initials, or identification code(s) of each pharmacist or pharmacy
technician who performs a processing function for a prescription drug or medication order. Such
records may be maintained:

(1) separately by each pharmacy and pharmacist; or
(2) in a common electronic file as long as the records are maintained in such a manner that the data

processing system can produce a printout which lists the functions performed by each pharmacy and
pharmacist.

Source Note: The provisions of this §291.38 adopted to be effective December 15, 2002, 27 TexReg
11539
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BOARD OF PHARMACY
18VAC110-20-10 et seq.

PROPOSED REGULATIONS ON OUTSOURCING PRECRIPTION PROCESSING
(Public comment from 1/10/05 to 3/11/05)

18VAC110-20-276. Central or remote processing.

A. Centralized or remote processing of a prescription does not include the dispensing of a drug, but does
include anv of the following activities related to the dispensing process:

1. Receiving, interpreting. analyzing, or clarifying prescriptions;

2. Entering prescription and patient data into a data processing system;

3. Transferring prescription information;

4. Performing a prospective drug review as set forth in § 54.1-3319 of the Code of Virginia,

5. Obtaining refill or substitution authorizations, or otherwise communicating with the prescriber
concerning a patient's prescription; ‘

6. Interpreting clinical data for prior authorization for dispensing;

7. Performing therapeutic interventions; or

8. Providing drug information or counseling concerning a patient's prescription to the patient or patient's
agent. ’

B. A pharmacy may outsource certain prescription processing functions as described in subsection A to
another pharmacy in Virginia or a registered non-resident pharmacy under the following conditions:

1. The pharmacies shall either have the same owner or have a written contract describing the scope of
services to be provided and the responsibilities and accountabilities of each pharmacy in compliance with
all federal and state laws and regulations related to the practice of pharmacy;

2. Any central or remote pharmacy shall comply with Virginia law with respect to duties which are
restricted to pharmacists and pharmacy technicians must be directly supervised by a pharmacist;

3. A pharmacist licensed in Virginia, whether at the remote pharmacy or the dispensing pharmacy, shall
perform a check for accuracy on all processing done by the remote processor; and

4. The pharmacies shall share a common electronic file or have technology which allows sufficient
information necessary to process a non-dispensing function.

C. Any pharmacy that outsources prescription processing to another pharmacy shall provide notification
of such to patients. A one-time written notification or a sign posted in the pharmacy in a location that is
readily visible to the public will satisfy this notification requirement. The notice shall state the name of




Proposed Regulations on Outsourcing

any contract pharmacy providing central or remote prescription processing. If the pharmacy uses a
network of pharmacies under common ownership, this fact shall be disclosed in the notice.

D. A policy and procedure manual that relates to central or remote processing shall be maintained at each
pharmacy involved in the processing of a prescription and available for inspection. The manual shall at a
minimum include the following:

1. The responsibilities of each pharmacy:

2. A list of the name, address, telephone numbers, and permit/registration numbers of all pharmacies
involved in central or remote processing; : ,

3. Procedures for protecting the confidentiality and integrity of patient information;

4. Procedures for ensuring that pharmacists performing prospective drug reviews have access to
appropriate drug information resources;

5. Procedures for maintaining required records;

6. Procedures for complying with all applicable laws and regulations to include counseling;

7 Procedures for objectively and systematically monitoring and evaluating the quality of the program to
resolve problems and improve services; and

8. Procedures for annually reviewing the written policies and procedures for needed modifications and
documenting such review.

E. In addition to any other required records, pharmacies engaged in central or remote processing shall
maintain retrievable records which show, for each prescription processed, each individual processing
function and identity of the pharmacist or pharmacy technician who performs a processing function and
the pharmacist who checked the processing function, if applicable.

1. The records may be maintained separately by each pharmacy, or in a common electronic file shared by
both pharmacies provided the system can produce a record showing each processing task, the identity of
the person performing each task, and the location where each task was performed.

9. The record shall be readily retrievable for at least the past two years through the primary dispensing
pharmacy, and shall be available for inspection by the board.

F. Nothing in this section shall prohibit an individual employee licensed as a pharmacist in Virginia from
accessing the employer pharmacy's database from a remote location for the purpose of performing certain
prescription processing functions as described in subsection A, provided the pharmacy establishes
controls to protect the privacy and security of confidential records.

18VAC110-20-515. Remote prescription order prpcessing for hospitals and long term care facilities.

A. Remote processing of a prescription does not include the dispensing of a drug, but does include any of
the following activities related to the dispensing process:

1. Receiving, interpreting, analyzing, or clarifying prescriptions;

2. Entering prescription and patient data into a data processing system;
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3. Transferring prescription information;

4. Performing a prospective drug review to include an evaluation of a prescription order and patient
records for over- or under-utilization of medication, therapeutic duplication of medication, drug-disease
contraindications., drug interactions, incorrect drug dosage or duration of drug treatment, or clinical abuse
or misuse of medication;

5 Obtaining substitution authorizations, or otherwise communicating with the prescriber concerning a
patient's order;

6. Interpreting or acting on clinical data;

7. Performing therapeutic interventions;

8. Providing drug information to the medical or nursing staff of the hospital or long term care facility; or

9. Authorizing the administration of the drug to the patient by appropriate hospital or long term care
facility staff.

B. The primary pharmacy providing pharmacy services to a hospital or long term care facility may
outsource certain order processing functions as described in subsection A to another pharmacy in Virginia
or a registered non-resident pharmacy under the following conditions:

1. The pharmacies shall either have the same owner or have a written contract describing the scope of
services to be provided and the responsibilities and accountabilities of each pharmacy in compliance with
all federal and state laws and regulations related to the practice of pharmacy;

2. Any pharmacist participating in remote prescription order processing shall be a Virginia licensed
pharmacist and the remote pharmacy shall comply with Virginia law with respect to duties which are
restricted to pharmacists and supervision requirements for pharmacy technicians;

3. A pharmacist licensed in Virginia. whether at the remote pharmacy or the dispensing pharmacy, shall
perform a check for accuracy on all processing done by the remote processor; and

4. The pharmacies shall share a common electronic file or have technology which allows sufficient
information necessary to process a prescription order.

C. A policy and procedure manual that relates to remote processing shall be maintained at each pharmacy

involved in the processing of a prescription and available for inspection. The manual shall at a minimum
include the following:

1. The responsibilities of each pharmacy;

2. A list of the name, address, telephone numbers, and permit/registration numbers of all pharmacies
involved in remote processing;

3. Procedures for protecting the confidentiality and integrity of patient information;

4. Procedures for ensuring that pharmacists performing prospective drug reviews have access to
appropriate drug information resources;
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5. Procedures for maintaining required records;

6. Procedures for complying with all applicable laws and regulations;

7. Procedures for objectively and systematically monitoring and evaluating the quality of the program to
resolve problems and improve services; and

8. Procedures for annually reviewing the written policies and procedures for needed modifications and
documenting such review.

D. A pharmacy involved in remote prescription order processing shall maintain a record that identifies
each person who performed a processing function for every order.

1. The record shall be available by prescription order or by patient name.

2. The record may be maintained in a common electronic file if the record is maintained in such a
manner that the data processing system can produce a printout which identifies every person who
performed a task involved in processing a prescription order and the location where the task was

processed.

3. The record shall be readily retrievable for at least the past two years through the primary dispensing
pharmacy, and shall be available for inspection by the board. -

E. Nothing in this section shall prohibit an individual employee licensed as a pharmacist in Virginia from
accessing the emplovyer pharmacy's database from @ remote location for the purpose of performing certain
prescription processing_functions as described in subsection A, provided the pharmacy establishes
controls to protect the privacy and security of confidential records.
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Chapter Phar 7
PHARMACY PRACTICE

Phar 7.01 Minimum procedures for compounding and dispensing.
Phar 7.015  Pharmacy technicians.

Phar 7.02 Prescription label; name of drug or drug product dispensed.
Phar 7.03 Prescription renewal limitations.

Phar 7.04 Return or exchange of health items.

Phar 7.05 Prescription records.

Phar7.065  Answering machines in pharmacies.

Phar 7.07 Medication profile record system.

Phar 7.08 Prescription orders transmitted clectronically.

Phar 7.09 Automated dispensing systems.

Phar 7.10 Administration of drug products and devices other than vaccines.
Phar 7.12 Central fill pharmacy.

Phar 7.01 Minimum procedures for compounding
and dispensing. (1) Except as provided in sub. (4), a pharma-
cist or pharmacist—intern who compounds or dispenses according
to a prescription order shall follow the procedures described in
this rule and other applicable procedures. The pharmacist or phar-
macist—intern as directed and supervised by a pharmacist shall:

(8) Receive electronic or oral prescription orders of a pre-
scriber, review all original and renewal prescription orders,
whether electronic, written or oral, and determine therapeutic
compatibility and legality of the prescription order. The review
shall include, when indicated or appropriate, consultation with the
prescriber.

(b) Read and interpret a prescriber’s directions for use for the
purpose of accurately transferring the instructions to the prescrip-
tion label.

(c) Select, compound, mix, combine, measure, count and
otherwise prepare drugs needed to dispense 2 prescription except
that an agent of the pharmacist may procure, measure or count pre-
fabricated dosage forms if a pharmacist verifies accuracy of the
agent’s action.

(d) Make a final check on the accuracy and correctness of the
prescription. For all original and renewed prescriptions, the pre-
scription order record shall identify the pharmacist responsible for
the prescription.

(e) Give the patient or agent appropriate consultation relative
to the prescription except that prescriptions may be delivered by
an agent of the pharmacist to a patient’s residence if the delivery
is accompanied by appropriate directions and an indication that
consultation is available by contacting the pharmacist. The con-
sultation requirement applies to original and renewal prescription

orders and, except when prescriptions are delivered to a patient’s -

residence, is not satisfied by only offering to provide consultation.

‘(em) Transfer the prescription to the patient or agent of the
patient.

(f) Receive, when required by law and standard professional
practice, permission to renew from authorized prescribers, and
note on the prescription order, medication profile record or uni-
formly maintained and readily retrievable document the follow-
ing information:

1. Date renewed.

2. Name of practitioner authorizing renewal, if different from
the original prescriber.

3. Quantity of drug dispensed.

4. Identification of the pharmacist renewing the prescription.

(2) Subsection (1) (d) and (e) does not prohibit institutional
pharmacists or community pharmacists serving institutions from
receiving prescription orders, dispensing and returning prescrip-
tion medications consistent with accepted inpatient institutional
drug distribution systems. Subsection (1) applies to any institu-
tional pharmacy dispensing to outpatients, including prescrip-
tions for discharged patients.

(3) A pharmacist may supervise no more than one pharmacy
intern and 4 pharmacy technicians engaged in compounding and
dispensing activities as described in sub. (1), except a higher ratio

may be authorized by the board upon request to and approval by
the board of a specific plan describing the manner in which addi-
tional interns or pharmacy technicians shall be supervised.

(4) A system for compounding and dispensing not in confor-
mance with subs. (1) to (3) may be used if reviewed and approved
by the board.

History: Cr. Register, January, 1983, No. 325, off. 2-1-83; am. (1) (intro.), (d) and
(f) (intro.), Register, August, 1991, No. 428, eff. 9-1-91; am. (1) (e), Register, Janu-
ary, 1996, No. 481, off. 2-1-96; am. (1) (a), (e), (f) (intro), (3) and cr. (1) (em), Regis-
ter, December, 1998, No. 516, off. 1-1-99; am. (1) (&), Register, November, 1999,
No. 527, eff, 12-1-99; am. (3), Register, April, 2001, No. 544, eff. 5-1-01.

Phar7.015 Pharmacy technicians. (1) As used in this
section, “pharmacy technician” means a non—pharmacist or non—
pharmacist intern who, under the general supervision of a pharma-
cist who regularly coordinates, directs and inspects the activities
of the pharmacy technician, assists the pharmacist in the technical
and nonjudgmental functions related to the practice of pharmacy
in the processing of prescription orders and inventory manage-
ment. “Pharmacy technician” does not include ancillary persons
which include, clerks, secretaries, cashiers or delivery persons,
who may be present in the pharmacy.

(2) A pharmacist may delegate technical dispensing functions
to a pharmacy technician, but only under the general supervision
of the pharmacist where the delegated functions are performed.
Technical dispensing functions include:

(a) Accepting written or electronic prescription orders of the
prescribing practitioner or from the prescribing practitioner’s
agent. '

(b) Accepting original oral prescription orders from the pre-
scribing practitioner or prescribing practitioner’s agent, if the con-
versation is recorded and listened to and verified by the pharma-
cist prior to dispensing.

(c) Requesting authorization for a refill from the prescribing
practitioner.

(d) Accepting oral authorization for 2 refill from the prescrib-
ing practitioner or prescribing practitioner’s agent, provided there
are no changes to the original prescription order.

(e) Accepting a request from a patient to refill a prescription.

(f) Obtaining and entering patient or prescription data into the
patient information system.

(g) Preparing a prescription label.

(h) Retrieving medication from stock, counting or measuring
medication, and placing the medication in its final container.

(i) Reconstituting prefabricated dosage forms.

(j) Compounding pharmaceuticals pursuant to written policies
and procedures.

(k) Affixing a prescription label to its final container.

(L) Placing ancillary information on the prescription label.

(m) Prepackaging and labeling drugs for dispensing by a phar-
macist.

(n) Preparing unit dose carts for final review by a pharmacist.

(o) Retrieving and transporting stock medication to and from
pharmacist approved areas.
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(p) Other technical functions that do not require the profes-
sional judgment of a pharmacist.

(3) A pharmacy technician may not do any of the following:

(a) Provide the final verification for the accuracy, validity,
completeness, or appropriateness of a filled prescription or medi-
cation order.

(b) Perform any of the following tasks:
1. Participate in final drug utilization reviews.
2.-Make independent therapeutic alternate drug selections.

3. Participate in final drug regimen screening, including
screening for therapeutic duplication, drug-to—drug interactions,
incorrect dosage, incorrect duration of treatment, drug allergy
reactions and clinical abuse or misuse.

4. Perform any act necessary to be a managing pharmacist.

5. Administer any prescribed drug products, devices or vac-
cines.

(c) Provide patient counseling, consultation, or patient specific
judgment, such as interpreting or applying information, including
advice relating to therapeutic values, potential hazards and uses.

(d) Transfer the prescription to the patient or agent of the
patient.

{4) The pharmacist shall provide the final verification for the
accuracy, validity, completeness, and appropriateness of the
patient’s prescription prior to the delivery of the prescription to the
patient or the patient’s representative.

History: Cr. Register, April, 2001, No. 544, eff. 5-1-01.

Phar 7.02 Prescription label; name of drug or drug
product dispensed. No prescription drug may be dispensed
unless the prescription label discloses the brand name and
strength, or the generic name, strength, and manufacturer or dis-
tributor of the drug or drug product dispensed unless the prescrib-
ing practitioner requests omission of the above information. The
prescription label shall not contain the brand or generic name of
any drug or drug product other than that actually dispensed.

History: Cr. Register, January, 1983, No. 325, eff. 2-1-83; Register, August,
1991, No. 428, eff. 9-1-91; am. Register, January, 1996, No. 481, eff. 2-1-96.

Phar 7.03 Prescription renewal limitations. A pre-
scription order for any drug other than controlled substances,
which bears renewal authorization permitting the pharmacist to
renew the prescription as needed (PRN) by the patient, shall not
be renewed beyond one year from the date originally prescribed.
No prescription order containing either specific or PRN renewal
authorization is valid after the patient-physician relationship has
ceased.

History: Cr, Register, January, 1983, No. 325, eff. 2-1-83; Register, August,
1991, No. 428, eff. 9-1-91.

Phar 7.04 Return or exchange of health items. (1) In
this section: :

(a) “Health item” means drugs, devices, hypodermic syringes,
needles or other objects for injecting a drug, medicines, or items
of personal hygiene.

(b) “Inpatient health care facility” means any hospital, nursing
home, county home, county mental hospital, tuberculosis sanitar-
fum or similar facility, but does not include community-based res-
idential facilities, jails or prison facilities.

(2) No health items after taken from a pharmacy where sold,
distributed or dispensed, may be returned, except for any of the
following:

(2) From an inpatient health care facility, provided they are in
their original containers and the pharmacist determines the con-
tents are not adulterated or misbranded.

(b) Where the health items were dispensed in error, were
defective, adulterated, misbranded, or dispensed beyond their
expiration date.

Register, November, 2003, No. 575

(c) When in the professional judgment of the pharmacist sub-
stantial harm could result to the public or a patient if they were to
remain in the possession of the patient, patient’s family or agent,
or other person.

(3) Health items returned to a pharmacy pursuant to sub. (2)
(b) and (c), may not be sold, resold, or repackaged and sold or
resold, given away, or otherwise distributed or dispensed.
Returned health items shall either be destroyed at the pharmacy
or delivered for destruction or other disposal by an authorized per-
son or entity.

(4) 1t is not a “return” for a patient or agent of a patient to
deliver a previously dispensed drug or device to a pharmacy for
the purpose of repackaging and relabeling of that previously dis-
pensed drug or device, and subsequent return of the drug or device
for the same patient’s use.

Note: The DEA does not permit the return of controlled substances to 2 pharmacy
from a non~DEA registrant under any circumstances.

History: Cr. Register, January, 1983, No. 325, eff, 2-1-83; am. Register, August,
1991, No. 428, cff. 9=1-91; t. and téct., Reégister, December, 1998, No. 516, eff.

Phar 7.05 Prescription records. (1) A record of all pre-
scriptions dispensed shall be maintained for a period of 5 years
after the date of the last renewal.

{2) All systems used for maintaining a record of any prescrip-
tion dispensing shall include:

(a) Patient’s identification.

(b) Name, strength and dosage form of the drug product dis-
pensed.

(c) Quantity dispensed.

(d) Date of all instances of dispensing.

(e) Practitioner’s identification.

(f) Pharmacist’s identification.

(g) Retrieval designation.

(3) (a) Except as provided in sub. (5), the transfer of prescrip-
tion order information for the purpose of dispensing is permissible
between pharmacies on an unlimited basis pursuant to the follow-
ing requirements:

1. The transfer is communicated directly between 2 pharma-
cists and the pharmacist making the transfer records the following
information:

a. The word “VOID” is written on the face of the invalidated
prescription order.

b. The name and address of the pharmacy to which it is trans-
ferred, the name of the pharmacist receiving the prescription
order, the date and the name of the pharmacist transferring the
information are recorded on the reverse side of the invalidated
prescription order.

(b) The pharmacist receiving the transferred prescription order
information shall record in writing the following:

1. The word “TRANSFER” on the face of the transferred pre-
scription order.

2. The date of issuance of the original prescription order.

3. The original number of renewals authorized on the original
prescription order.

5. The number of valid renewals remaining and the date of the
last renewal.

6. The pharmacy’s name, address, and the prescription order
number from which the prescription order information was trans-
ferred.

7. The name of the pharmacist making the transfer.

8. The name, address and telephone number of the pharmacy
from which the original prescription order was transferred if dif-
ferent from subd. 6.

(¢) The original and transferred prescription orders shall be
maintained for a period of 5 years from the date of the last renewal.
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(4) A written copy of any prescription order for a prescribed
drug provided by a pharmacist shall be identified in writing as
“COPY — FOR INFORMATION ONLY”. No prescribed drug
may be dispensed based on an information copy.

(5) The transfer of original prescription order information for
the purpose of renewal dispensing of a controlled substance is per-
missible between 2 pharmacies only on a one-time basis. How-
ever, pharmacies having access to a common central processing
unit are not limited in the transfer of original prescription order
information pertaining to controlled substances for the purpose of
renewal dispensing if prior written approval is received from the
board.

Note: This procedure requires a variance from the federal drug enforcement
administration (DEA) for controlled substances, Requests shall be filed with the
Administrator, Drug Enforcement Administration, Department of Justice, Washing-
ton, D.C. 20537.

(6) A computerized system may be used for maintaining a
record, as required under this section, of prescription dispensing
and transfers of prescription order information for the purposes of
renewal dispensing, if the system:

(2) Is capable of producing a printout of any prescription data
which the user pharmacy is responsible for maintaining. The sys-
tem shall be designed so that the pharmacy can receive the print-
out within 48 hours after requesting the printout.

(b) Is equipped with an auxiliary procedure which, during peri-
ods of down-time, shall be used for documentation of prescription
dispensing. The auxiliary procedure shall ensure that prescription
renewals are authorized by the original prescription order, that the
maximum number of prescription renewals has not been exceeded
and that all of the appropriate data are retained for on-line entry
as soon as the computer system is again available for use.

History: Cr. Register, January, 1983, No. 325, eff. 2-1-83; cr. (5), Register, Sep-
tember, 1987, No. 381, eff: 10-1-87; CR 00-165: am. (3) (&) (intro.), (b} 6., (c), (5)
and (6) (intro.), r. (3) (b) 4., cr. (3) (b) 8., Register July 2001, No. 547 eff. 8-1-01.

Phar 7.065 Answéring machines in pharmacies.

Oral prescription orders may be received at a pharmacy via a tele- .
" phone answering device and dispensed by the pharmacist if the

voice of the physician or physician’s agent is known to the phar-
macist, and provided other requirements of reducing the prescrip-
tion order to writing, labeling and filing are met.

History: Cr. Register, December, 1998, No, 516, eff. 1-1-99.

Phar 7.07 Medication profile record system. (1) An
individual medication profile record system shall be maintained
in all pharmacies for persons for whom prescriptions, original or
renewal, are dispensed for outpatient use. The system shall be
capable of permitting the retrieval of information. The system
need not be limited to individual medication profile records.

(2) The following minimum information shall be retrievable:

(a) Patient name, or other identifying information.

(b) Address of the patient.

(c) Birth date of the patient if obtainable.

(d) Name of the drug product dispensed.

(e) Strength of the drug product dispensed.

(f) Dosage form of the drug product dispensed.

(g) Quantity of the drug product dispensed.

(h) Directions for use.

(i) Retrieval designation assigned to the prescription order.

(j) Date of all instances of dispensing, for original and renewal
prescriptions.

(k) Practitioner identification.

Note: This subsection incorporates renewal dispensing information required by
federal law (21 CFR 1306.22) and state law (s. 450.11 (5), Stats.).

(3) The pharmacist shall be responsible for attempting to
ascertain and record any patient allergies, adverse drug reactions,
drug idiosyncrasies, and any chronic conditions which may affect
drug therapy as communicated by the patient or agent of the
patient. If none, this should be indicated.

(4) At the time a prescription order is reviewed by the pharma-
cist for dispensing, the pharmacist shall review the medication
profile record of the patient for the previously dispensed medica-
tion history and shall determine whether the prescription order
presented should be dispensed.

(5) Medication profile records, if used as the only documenta-
tion of renewal dispensing, shall be maintained for a period of not
less than 5 years following the date of the last entry. If the profile
records are not used as the only documentation of renewal dis-
pensing they shall be maintained for a period of not less than 1
year from the date of the last entry.

History: Cr. Register, January, 1989, No. 397, eff. 2-1-89; renum. from Phar
7.08, Register, August, 1991, No. 428, eff. 9-1-91; am. (1), Register, December,
1998, No. 516, eff. 1-1-99.

Phar 7.08 Prescription orders transmitted electron-
ically. (1) Except as provided in s. 453.068 (1) (c) 4., Stats., and
as otherwise prohibited by law, prescription orders may be
accepted and dispensed if they have been transmitted electroni-
cally from a practitioner or his or her designated agent to a phar-
macy via computer modem or other similar electronic device.
Prescription orders transmitted by facsimile machine are not con-
sidered electronic prescription orders; but rather, written prescrip-
tion orders.

Note: Prescription orders for schedule II controlled substances may not be trans-
mitted electronically except as emergency orders, subject to the same requirements
for oral emergency orders for schedule IT controlled substances. See s. 961.38 (lr)
and (2), Stats., and s. Phar 8.09.

(2) A pharmacist may dispense a prescription pursuant to a
prescription order transmitted electronically, if the pharmacist
assures the prescription order does all of the following:

(a) Was sent only to the pharmacy of the patient’s choice and
only at the option of the patient, with no intervening person or
third party having access to the prescription order other than to
forward it to the pharmacy.

(b) Identifies the individual sender’s name and telephone num-
ber for oral confirmation, the time and date of transmission, and
the pharmacy intended to receive the transmission.

(c) Is designated “electronically transmitted prescription”, or
with similar words or abbreviations to that effect.

{(d) Contains all other information that is required in a prescrip-
tion order.

(3) The prescribing practitioner’s electronic signature, or
other secure method of validation shall be provided with a pre-
scription order electronically transmitted via computer modem or
other similar electronic device.

(4) Any visual or electronic document received in connection
with an electronically transmitted prescription order shall be
accessible only within the professional service area of the phar-
macy to protect patient confidentiality and assure security.

(5) A pharmacist who receives a prescription order electroni-
cally shall ensure the security, integrity and confidentiality of the
prescription order and any information contained in the order. To
maintain the confidentiality of patient records, the electronic sys-
tem shail have adequate security and system safeguards designed
to prevent and detect unauthorized access, modification, or
manipulation of patient records, Once the prescription has been
dispensed, any alterations in prescription order drug data shall be
documented including the identification of the pharmacist respon-
sible for the alteration. ‘

(6) Access to the electronic mail system for the receipt of pre-
scription orders electronically may only be acquired by use of a
password or passwords, known only to individuals authorized to
access the system.

(7) A pharmacist may not use any electronic device to circum-
vent his or her responsibilities with regard to documenting,
authenticating and verifying prescription orders or in order to cir-
cumvent other pharmacy laws.

History: Cr. Register, November, 1999, No. 527, eff. 12-1-99.
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Phar 7.09 Automated dispensing systems. (1) In
this section:

(a) “Automated dispensing system” means a mechanical sys-
tem that perform operations or activities, other than compounding
or administration, relative to the storage, packaging, dispensing or
distribution of medications, and which collects, controls, and
maintains all transaction information.

(b) “Inpatient health care facility” means any hospital, nursing
home, county home, county mental hospital, or tuberculosis sani-
torium, but does not include community-based residential facili-
ties.

{2) An automated dispensing system may be used in a com-
munity pharmacy, as provided in this section.

(3) An automated dispensing system may be used as provided
in this section by an institutional pharmacy serving an inpatient
health care facility, that has an established program of receiving
prescription orders, and dispensing and returning prescription
medications consistent with accepted inpatient institutional drug
distribution systems. An automated dispensing systern used by an
institutional pharmacy shall only be located in that institutional
pharmacy or within the inpatient health care facility.

(4) The managing pharmacist of a community pharmacy or an
institutional pharmacy is responsible for all of the following:

(a) Assuring that the automated dispensing system is in good
working order and accurately dispenses the correct strength, dos-
age form, and quantity of the drug prescribed and complying with
the recordkeeping and security safeguards pursuant to sub. (5).

(b) Implementing an ongoing quality assurance program that
monitors performance of the automated dispensing system, which
is evidenced by written policies and procedures.

(c) Providing the board with prior written notice of the installa-
tion or removal of an automated dispensing system. The notice
provided shall include, but is not limited to the:

1. Name and address of the pharmacy.

2. Initial location of the automated dispensing system. The
automated dispensing system may thereafter be relocated within
the pharmacy or inpatient health care facility without providing
subsequent notification to the board.

3. Identification of the managing pharmacist.

(d) Assigning, discontinuing or changing personnel access to
the system.

(e) Assuring that access to the medications comply with state
and federal laws. '

(f) Assuring that the automated dispensing system is stocked
accurately and in accordance with established written policies and
procedures.

(5) An automated dispensing system shall comply with the
following provisions:

() A pharmacy shall maintain on-site the following documen-
tation relating to an automated dispensing system:

1. Name and address of the pharmacy or inpatient health care
facility where the system is being used.

2. The system manufacturer’s name, model and serial num-
ber.

3. Description of how the system is used.

4, Written quality assurance procedures to determine contin-
ued appropriate use of the system.

5. Except as required pursuant to par. (b), written policies and
procedures for system operation, safety, security, accuracy,
access and malfunction.

(b) All written policies and procedures shall be maintained in
the pharmacy responsible for the automated dispensing system.

(c) An automated dispensing system shall have adequate secu-
rity systems and procedures, evidenced by written policies and
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procedures to prevent unauthorized access to maintain patient
confidentiality and to comply with federal and state laws.

(d) Records and data kept by the automated dispensing system
shall meet the following requirements:

1. All events involving the contents of the automated dispens-
ing systems must be recorded electronically.

2. Records shall be maintained by the pharmacy and be avail-
able to the board. Records shall include:

a. The time and location of the system accessed.

b. Identification of the individual accessing the system.

¢. Type of transaction.

d. Name, strength, dosage form and quantity of the drug
accessed.

e. Name of the patient for whom the drug was ordered.

f. Such additional information as the managing pharmacist
may deem necessary.

(e) The stocking of all medications in the automated dispens-
ing system shall be accomplished by qualified personnel under no
less than the general supervision of a licensed pharmacist; except
that when an automated dispensing system is located within a
pharmacy the supervision must be direct.

(f) A record of medications stocked into an automated dispens-
ing system shall be maintained for 5 years and shall include identi-
fication of the person stocking and pharmacist checking for accu-
racy. ,

(g) All containers of medications stored in the automated dis-
pensing system shall be packaged and labeled in accordance with
state and federal law.

(1) All aspects of handling controlled substances shall meet the
requirements of all state and federal law.

(i) The automated dispensing system shall provide a mecha-
nism for securing and accounting for medications removed from
and subsequently returned to the automated dispensing system, in
accordance with state and federal law.

() The automated dispensing system shall provide a mecha-
nism for securing and accounting for medication returned to the
system and accounting for wasted medications in accordance with
state and federal law.

History: Cr. Register, October, 2000, No. 538, eff. 11-1-00.

Phar 7.10 Administration of drug products and
devices other than vaccines. A pharmacist may administer
a drug product, as defined in s. 450.01 (11), Stats., or device, as
defined in s. 450.01 (6), Stats., in'the course of teaching a patient
self-administration techniques except a pharmacist may not
administer by injection a prescribed drug product or device unless
he or she satisfies each of the following:

(1) The pharmacist has successfuily completed 12 hours in a
course of study and training, approved by the American council
on pharmaceutical education or the board, in injection techniques,
emergency procedures and record keeping.

(2) The pharmacist has in effect liability insurance against
loss, expense and liability resulting from errors, omissions or
neglect in the administration by injection of prescribed drug prod-
ucts or devices in an amount that is not less than $1,000,000 for
each occurrence and $2,000,000 for all occcurrences in any one
policy year. The pharmacist shall maintain proof that he or she sat-
isfies this requirement and, upon request, shall provide copies of
such proof to the department or board.

(3) The pharmacist has written procedures regarding the
administration by injection of a prescribed drug product or device
in the course of teaching self-administration techniques to a
patient.

Nete: To administer a vaccine a pharmacist must meet the requirements in s.
450.035, Stats.
History: Cr. Register, December, 1999, No. 528, eff. 1-1-00.
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Phar 7.12 Central fill pharmacy. (1) In this section:

(a) “Central fill pharmacy” means a pharmacy licensed in this
state acting as an agent of an originating pharmacy to fill or refill
a prescription.

(b) “Originating pharmacy” means a pharmacy licensed in this
state that uses a central fill pharmacy to fill or refill a prescription
order.

(2) A central fill pharmacy and originating pharmacy may
process a request for the filling or refilling of a prescription order
received by an originating pharmacy only pursuant to the follow-
ing requirements:

(a) The central fill pharmacy either has the same owner as the
originating pharmacy or has a written contract with the originating
pharmacy outlining the services to be provided and the responsi-
bilities of each pharmacy in fulfilling the terms of the contract in
compliance with federal and state law.

(b) The central fill pharmacy shall maintain a record of all orig-
inating pharmacies, including name, address and DEA number,
for which it processes a request for the filling or refilling of a pre-
scription order received by the originating pharmacy. The record
shall be made available upon request for inspection by the board
or its agent.

(c) The central fill pharmacy and originating pharmacy main-
tain a written filling protocol delineating each pharmacy’s
assumption of responsibility for compliance with the prescription
drug compounding and dispensing requirements of this chapter
and ch. Phar 8. :

(d) The originating pharmacy shall remain responsible for
compliance with the prescription drug compounding and dispens-
ing requirements of this chapter and ch. Phar 8, and which are not
assumed in writing by the central fill pharmacy pursuant to a writ-
ten filling protocol.

(e) The originating pharmacy shall at all times remain solely

responsible to perform and comply with the requirements of s.
Phar 7.01 (1) (e) and (em).

(f) Unless the central fill pharmacy shares a common central
processing unit with the originating pharmacy, it may not perform
processing functions such as the medication profile record review
of the patient, drug initialization review, refill authorizations,
interventions and drug interactions.

(g) The prescription label attached to the container shall con-
tain the name and address of the originating pharmacy as the
licensed facility from which the prescribed drug or device was dis-
pensed for purposes of s. 450.11 (4) (a) 1., Stats. The date on
which the prescription was dispensed for purposes of s. 450.11 (4)
(a) 2., Stats., shall be the date on which the central fill pharmacy
filled the prescription order.

(h) The originating pharmacy shall maintain the original of all
prescription orders received for purposes of filing and record-
keeping as required by state and federal law.

(i) The central fill pharmacy shall maintain all original fill and
refill requests received from the originating pharmacy and shall
treat them as original and refill prescription orders for purposes of
filing and recordkeeping as required by state ard federal law.

() In addition to meeting the other recordkeeping require-
ments required by state and federal law, the central fill pharmacy
and originating pharmacy shall each maintain records to identify
each of its pharmacists responsible for receiving and reviewing
prescription orders and compounding and dispensing pursuant to
a prescription order and track the prescription order during each
step in the dispensing process.

(k) The central fill pharmacy and originating pharmacy shall
adopt a written quality assurance program for pharmacy services
designed to objectively and systematically monitor and evaluate
the quality and appropriateness of patient care, pursue opportuni-
ties to improve patient care, resolve identified problems and -
insure compliance with this section.

(L) The originating pharmacy shall provide the patient with the
name and address of the central fill pharmacy and obtain consent
as required-by-applicable state and-federal-law.

History: CR 01-075: cr. Register November 2003 No. 575, eff. 12-1-03

Register, November, 2003, No. 575



